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3. INTRODUCTION

The proposed study will utilize a group, randomized controlled study design to evaluate the
effectiveness interventions and to: (1) prevent sexually transmitted infections (STIs),
unintended pregnancies (UIPs), alcohol and other substance misuse, and exposure to or
involvement with sexual violence among Marine Corps recruits and Army advance individual
training (AIT) trainees; (2) reduce participants’ risk for STIs, UIPs, alcohol and other
substance misuse, and exposure to or involvement with sexual violence by (a) decreasing gaps
in knowledge and misperceptions about risk and prevention, (b) increasing motivation to
change risk behaviors, (c) building effective skills to engage in health promoting behaviors,
and (d) decreasing sexual risk behavior; and. (3) determine the best strategy for educating
participants about the sensitive health matters such as STIs, UIPs, alcohol and other substance
misuse, and exposure to or involvement with sexual violence. Specifically, we will determine
whether it is more effective to prevent these adverse health outcomes by educating males and
females in an integrated setting (co-ed Army AIT trainees) or to educate them separately
(Marine Corps male and female recruits). Additionally, all participants will complete self-
administered questionnaires and will be screened for STIs (C. trachomatis and N.
gonorrhoeae) at baseline and 12 months post-intervention and will be screened for
pregnancy/UIP at follow-up.

4. BODY

This year was spent seeking Institutional Review Board (IRB) approval to conduct elicitation
research at each participating performance site, including our home institution, University of
California, San Francisco (UCSF), the Naval Health Research Center (NHRC), San Diego,
CA to conduct research at the Marine Corps Recruiting Depot, Parris Island, SC, and the
Brook Army Medical Center (BAMC), San Antonio, TX to conduct research at Fort Sam
Houston, San Antonio, TX. In addition, we have submitted an application to the Human
Subjects Research Review Board (HSRRB) at Fort Detrick, MD, as required.

To date, we have IRB approval from all performance site institutions. However, we have not
obtained IRB approval from the HSRRB. We were recently requested by the HSRRB
(January 20, 2005) to make additional revisions to our already approved protocols. These
requested revisions are currently underway. See Appendices for copies of all approved IRB
protocols.

The following summarizes progress on approved Statement of Work activities.
STATEMENT OF WORK (SOW)

1. Brief commanding officers at each participating site and enlist the support of the
preventive medicine and medical community at each of the participating commands.




To date, we have briefed and enlisted the support of individuals at the following locations:

(1) Fort Bragg, NC: MAJ Lolita Burrell (then CPT (P), Richard Carr, and Crystal Ross.
MAJ Burrell will play a major role in all operational and scientific aspects of the
study. We have monthly conference calls with her and her staff to discuss all aspects
of the study.

(2) Fort Monroe VA: COL James Jolissaint, Command Surgeon, US Army TRADOC,
and Dr. Carole van Aalten, Risk Reduction Manager. To date, we have had three
conference calls with Col Jolissaint and Dr. van Aalten. COL Jolissaint has played a
key role in assisting us in identifying Fort Sam Houston as a participating performance
site. He and Dr. van Aalten are serving as Army operational consultants for the
project.

(3) Fort Sam Houston, TX: Col Maureen Coleman, AMEDDCS, the Commanding
Officer of the 32™ Medical Battalion, MAJ Beverly Jefferson, MAJ Chad Nelson,
CPT David Glen, CPT Jennifer Jablin, and LTC Caron Wilbur. COL Coleman retired
last fall. LTC Wilbur is now our point of contact. She has subsequently been named as
a site investigator by the BAMC IRB. LTC Wilbur will assist in setting up focus group
discussions and all operational and scientific aspects of the study that pertains to Fort
Sam Houston.

(4) MCRD, SC: COL Biszak, the Commanding Officer of MCRD was briefed by his
Executive Officer LTC Daniel Elzie. LTC Elzie along with MAJ Neal Pugliese, MAJ
John Holbrook, MAJ Diana Staneszewski, MAJ Eric Junger, COL Johnson
(Commanding Officer of 4" Battalion), MAJ Carolyn Bird (Executive Officer of the
4™ Battalion) were briefed on the proposed study. MAJ Pugliese and MAJ Carolyn
Bird are our points of contact.

(5) Naval Hospital, Beaufort, SC: CAPT James Hoffower (Commanding Officer) and
CAPT H. John Gerhard (Executive Officer) have been briefed regarding the goals and
objectives of the proposed research.

2. Conduct elicitation research (focus groups and interviews) to develop: (1) separate
gender- and branch-specific interventions to reduce health damaging behaviors
associated with STIs, unplanned pregnancies, alcohol and other substance misuse, and
sexual violence; and (2) pre- and post-intervention self-administered questionnaires to
assess knowledge, attitudes, and beliefs, and behaviors of the target groups.

(1) This task has not been completed as we are still seeking final IRB approval from the
HSRRB.

3. Develop interventions specifically for Army male and female recruits at Fort Jackson
(co-ed intervention) and Marine Corps male recruits (Parris Island MCRD). We will
adapt our already evaluated intervention for Marine Corps female recruits by adding a
component on sexual violence.



(1) Although we have not had the opportunity to conduct the elicitation phase of the study

to assist in the development of the intervention-specific research, preliminary work is
ongoing. Specifically, we are in the process of conducting extensive literature reviews
to examine effective health interventions related to STIs, UIPs, alcohol and other
substance misuse, and sexual violence.

(2) We have also made contact with other research investigators to obtained curricula

from interventions that have proven to be successful. Information obtained as a result
of this preliminary research will be used to inform the development of the proposed
interventions.

(3) We have also had a number of conversations with the filmmaker from Paradise Video

to begin to discuss the development of the videos that will be used in conjunction with
other intervention material.

The following SOW tasks have not been completed, as they are contingent upon activities yet
to be accomplished as described above.

4.

Pilot-test the interventions, self-administered questionnaires, and the biological
specimen collection protocol for feasibility in each command.

Implement the gender- and branch-specific interventions at each command.

Conduct 12-month follow-ups of military personnel participating in the interventions.
Evaluate the effectiveness of each intervention and compare differences across
interventions on key outcomes of interest, including (1) STIs, (2) UIPs, (3) alcohol and
other substance misuse, and (4) sexual violence.

Disseminate study findings through: (1) briefs given to participating military

commands; (2) presentations at military-specific preventive medicine meetings as well
as annual scientific meetings, and (3) publications submitted to scientific journals.

5. KEY RESEARCH ACCOMPLISHMENTS TO DATE

The key research accomplishments to date are described above. Namely, we have IRB
approval from our home institution (UCSF), and local IRB approval from BAMC for research
with Army AIT trainees at Fort Sam Houston and NHRC for research with Marine Corps
recruits. We are awaiting final approval from the HSRRB, Fort Detrick.

6. REPORTABLE OUTCOMES

There are no reportable outcomes to date.



PROPOSED PROJECT ACTIVITIES:

Our plans for the coming year include SOW activities outlined in items 2-5 above.
Specifically, we plan to conduct elicitation research, develop the proposed intervention
curricula, and pilot-test the interventions, self-administered questionnaires, and the biological
specimen collection protocol for feasibility in each command. Moreover, we will continue to
brief and update the officers at each of the participating commands.

7. CONCLUSIONS
There are no scientific conclusions that can be made at this time.

8. REFERENCES

We currently have no references to report.

9. APPENDICES
Appendix 1: BAMC approved protocol (39 pages)
Appendix 2: NHRC approved protocol (87 pages)
Appendix 3: UCSF approval letters (2 pages)
Appendix 4: Summary of Effective Interventions

A. HIV STI Prevention Programs (17 pages)

B. Sexual Violence Prevention Programs (13 pages)

C. Substance Abuse Prevention Programs (8 pages)
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BAMC/WHMC
PROTOCOL FOR CLINICAL INVESTIGATION — HUMAN
1.0 Title:

Preventing Health Damaging Behaviors in Army and Marine Corps Recruits

2.0 Principal Investigator (PI):
Cherrie B. Bover, PRD
Professor
Diepartment of Pediatrics, Division of Adolescent Medicine
Upniversity of Califomnia, San Francisco
3333 California Stroet, Suite 245, Box 0503
San Francisco, CA 94143-0503
Telephone: 415.514-3672 (Assistant Susan Picrce)
Facsimile: 4154756106
Frmail: boywr@izaussfedu

2.1 BAMUC on-site Principal lovestigator:

MAJ Caron Wilbur, Army Nurse Corps, BAMC on-site Principal Investigator
Chief Program Management and Proponency

Department of Combat Medic Training

ATTN: MOTS-ACG

Bldgz 1373, W.W. White Road

Fort Sam Houston, TX 78234

Telephone: 210-221.3118

I"«:tf‘si;mi e 2102%«3120
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2.2 Associate Investigators (Al):

Mary-Ann Shafer, MD, Co-Principal Investigator,
Professor

Department of Pediatrics, Division of Adolescent Medicine
University of California, San Francisco

3333 California Street, Suite 245, Box 0503

San Francison, CA 9$4143-0303

Telephone: 415.514.-3672 (Assistant Susap Pierce)
Facsimile: 415.475-6100

Email: shafer@itsancsfedu

Julius Schachter, PhD, Co-Investigator, University of California, San Francisco

Professor of Laboratary Medicine

Department of Laboratory Medicine

School of Medicine

Director, World Health Organization Collaborating Center for Reference and Rescarch on Chiam%ﬁm
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1001 Potrero Avenue, Building 30, Room 416
San Francisco General Hospital

University of California, San Francisco

San Francisco, CA 94110

Telephone: (415) £24-5115

Facsimile: (4153 821-8945

Email: jsch@isaesfedu

CPT Lolita Burrell, Ph.D., Medical Service Corps, Co-Investigator
USARTEM/WAMUC Medical Research facility

Attn: MCXC.R, Womack Army Medica! Center

Bldg 4-2817, Reilly Road

Fort Bragg, NC 28310

Telephone: (810} 907-8797

Facsimile: (910} 907-7870 A

Email: Lolita burrcll @na.amedd army.mil

Sec Appendix 1 for a copy of the Investipators” curricula vitae.

3.8 Location(s)y:
Fort Sam Houston, Texag
Marine Corps Reeruiting Depot (MCRD), Parris Island, SC

4.0 Research Plan {Compleate sections 4.1 - 4,10 below)

4.1 Purpose:

The overall purpose of the proposed research is to: {1} prevent sexually transmitted infections (8T Is),
unintended pregnancies (ULPs), aleohol and other substance misuse, and exposure to or involvernent
with sexus! harassment and sexual violence in military personnel; (2) reduce military personnel’s sk
for §TTs, UlPs, alcoho!l and other substance misuse, and exposure to or involvement with sexual
harassment and sexual violence by: (2) decreasing gaps in knowledge and misperceptions about risk
and prevention, (b) increasing motivation to change risk behaviors, (¢) building effective skills to
engage in health promoting behaviors, and (d) decreasing sexual risk behavior; and, (3) determine the
best strategy for educating mifitary personnel about sensitive healds matters such as STis, UIPs, alechol
and other substance misuse, and exposure to or involvement with sexual harassmeat and sexual
violence. Using the current structure in which the Army and Marine Corps train their recruits and
young enlisted personnel, we will determine whether it is more efficacious to prevent these adverse
health outcomes by educating males and females in an integrated setting (co-ed military trainees) or o
educate them separately (Marine Corps malke and female m?wts}

Given that the proposed interventions will be developed specifically for Army and Masine Corps
recritits and young enlisted trainees, we will first conduct focus groups to collect information 1o help
guide the development of the interventions and the pre- and post-intervention guestionnaires that will
be used to evaluate the effcctiveness of the interventions (Le., clicitation research phase). As such, we

are seeking approval only for the elicitation phase of the study at this time. This clicitation phase will
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include focus group discussions with Army trainces, Marine Corps recrutts, and other active duty
personnch

4.2 Hypotheses/Research Questions: The clicitation phase is not designed for hypothesis testing.
Rather the focus groups will allow for examination of specific themes andfor categories of information
that will be used in the development of the interventions.

4.3 Significance:

Building on our previous military rescarch, we will expand and extend our interventions to further
enhance the health, well-being, and readiness of our young troops. We plan to evaluate a state-of-the-
science cognitive-behavioral, skills-building inmtervention to prevent and reduce recruits’ risk for STis,
UPs, alooho! and other substance misuse, and exposure to or involvement with sexual harassment and
sexual violence. Given current trends for integrated military training of males and fomales, this
research also seeks to establish the best training practices for educating young troops about sensitive
and critical health issues that impact military performance and readiness. Currently, there is little
empirical evidence which address the issue of best health education practice, especially among young
adults. This research will have direct application for health promotion and disease prevention education
strategies designed to reach military men and women carly in their careers.

4.4 Milifary Relevance:

Providing health promotion and discase prevention education strategics 1o military men and women
carly in thair careers will benefit the military by reducing the healtheare costs associated with sexually
transmitted infections and their sequelac of ectopic pregnancy, tubal infentility, pelvic inflammatory
disease, zad incrzased risk of exposure to the human imymunodeficienacy virus (HIV). In addition, health
promation and disease prevention education has the potential of reducing the financial burdens
associated with substance abuse, sexual harassment, sexual violence, and unintended pregnancies.
Additional cost savings may occur in the form of reduced atirition rates that may be associated with
thise health issues. This research will also benefit the miluary not only by promoting healih readiness
but also by promoting mission readiness. Mission readiness may be compromised through factors such
#s lost duty days and decreased physical fitness that may occur as outcomes of decreased health
readiness.

4.5 Background/ Review of Literature: ,
The health damaging behaviors of young military recruits are reflections of the health problems facing
all young peaple in the United States. Military life presents additional opportunitics and challenges thar
may both protect and place it young troops at risk for engaging in health damaging behaviors.
Preventable chatlenges for maintaining 2 healthy ammed force include the high rates of sexually 8§17,
UIPs, misuse of alcohol and other substances as well as the presence of sexual harassment and sexua)
violence within our young troops. The common thread through these negative health outcomes is
volitional behavior. Such behaviors not only result In iliness or injury, but may 2lso negatively impact
performance of military duties and thereby threaten military readiness. Nationally, the mititary has
taken leadership in setting standards and policies regarding professional behavior and universal health
care not only for reproductive health, but also for preventing misuse of alcoho! and other substances
and for climinating scxual harassment and sexual violence. However, among our young troops, STk
remain epidemic, more than two-thirds of pregnancics are unintended, alcohol misuse is prevalent,

4
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sexual harassment, and sexval violende remains a problem. Thorefon:, a gap exists between expected
and actus! health behaviors and outcomes that may negatively affect military performance and
readingss. i’mrmszngz results from our pmvcmmn interventions targeting Madne Corps males prior to
deplovment’ and Marine Corps female recruits” show reductions in adverse health behaviors and
outcomes, including alcohol misuse, risky sexual behaviors, UlPs, and STk,

Sexually Transmitted Infections
STIs, the most common infections of young adults, are associated with major preventable health
morbidity especially in women (e.g., PID, ectopic pregnancy, infertility) and their offspring (e.g.,
congenital infection complications). As with the population at-large, STIs are also very common
among young military recruits and active duty personnel. Screening rales using nucleic acid
amphf‘icaxma tests (NAATS) applied to urine of Army female recruits yielded a chlamydia rate of 9% 3
Cur group’s study of ST screening of Marine Corps female recruits yield an overall ST1 rate of 14%
(119 for chlam fdm 2% for gﬂmﬂhw l > for zrwhwmma} using vrine, endocervical, and self-
administered vaginal swab specimens.® 5 These rates of chlamydia for Army and Marine (xzms female
reonsits are twice that rcps:mm for simitar-aged women attending family planning clinics®. 8Tis in
active duty personnel reveat similarly high rates. f‘"««:}f‘m&gp e, in a group of active duty Navy women,
chlamydia prevalence was 7% using NAATS spplied to urine. Among Army malc recruits, chiamydia
was 5% and gonorrhea was detected in 0.6% using NAATs applied to urine. ¥ Among active duty
Marine Corps men on deployment in {}hmwa 3&9&" who were screaned by NAATS urine tests,
chlamydia was detected in 5% of the sample® Among male Marines sercened just prior to =
deployment to the western Pacific, 4% had chlamydia with no gonorrhea detected.” Our group has
further defined the prevalence of the syndrome bacterial vaginosis (BV) among Marine Corps female
recruits (27%), which has been related 1o promature births in infected women. ® Control of 811,
especially through chlamydial screenamz of asymptomatic women, has been shown by our group and
others (military) to be cost-effective

Unintended Pregnancy

UlPs in young military women place the woman, her family, and the military ;mcmmi y at risk for not
accomplishing their respective missions, There is evidence 1o show that pregnancy outcomes for
military women fare worse than comparable civilian women showing more prematuge births, and other
complications.”™ ™ Furthermore, there is the constant concern of any pregnancy, but especially ectopic
pregnancy, occurring while military women are on deployment. Like civilian women, most pregnancics
are unintended (55% ) B Pata from our recent stady of Marine Corps female recruits who were
followed during their first year of military service showed an overall pregnancy rate of 18% of which
two-thirds were unintended {unpublished data). Prevention of both ST1 acquisition and unintended
pregnancy in young military men and women is necessary to assure the health of young milivary
population and to ensure the readiness mission of our armed forces.

Alcohol and Other Substance Use and Misuse

The high prevalence of alcohol and other substance use In young adults poses a significant theeat to
their health and well-being. National data indicate that 44% of U.S. adulis (ages 18 and over) report
current deinking, that Is, consuming at least 12 drinks of aleohol in the proceeding yvear. The rate of
current alcohol use among adulis is highest (64%) in the 18-25 age group.'® Similarly, 14% of persons

5
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aged 18-25 weported heavy alcohol wse {five or more drinks on one occasion at Jeast once @ week in the
prior month), with 18% occurring in persons aged 21 years.'® As in the civilian population, rates of
alcohol in military personnel are high, although there have beea documented decreases in illicit drug
use over the last two decades.”” Among the 16,000 military personnel responding to the 1995
Department of Defense (DOD) survey of health-related behaviors, rates of heavy alcohol use was
documented among 5% of women and 19% of men. Similarly, illicit drug use was 5% for women and
7% for men.'’ Less is known about military recruits, However, one study of 2,002 Naval recruits
indicate that 75% of recruits consumed alcohol in the year before enlistment, and 26% engagedin
heavy drinking, and 31% reported other substance use. Our recent research among Marine Corps
female recruits indicates that in the month prior to enlistruent, 67% reported alcohol use and 6%
reported substance use, and 57% engaged in sexual intercourse under the influence of aleohol andfor
drugs ® Taken together these data suggest the need for interventions to reduce the misuse of aleoho! and
other substances among military recruits that might later interfere with performance of their military
dutics and ulimately military readiness.

Sexual Harassment and Sexual Violence

Research has consistently rovealed high rates of sexua! harassment and sexual violence among military
pem«zmmt‘s * For example, one study of Army soldiers found that one-fifth (23%) of the women
reported a history of rape, and 51% of women and 7% of men reported any sexual assauly, ¥ of which a
majority occurred before the soldiers entered the military, primarily during childhood. The 1995 DOD-
wide survey showed that 55% of women and 14% of men experienced at least one incident of
unwanted sexual atention during the precading year, Although these rates represent a decline from
previous years, the decline in the Army was noted o be tess. ' Ameong Army women, this research
found that 61% had expericnced sexual harassment while 18% experienced sexual coercion, and 5%
experienced sexual assault.”” Additionally, a national cross-sectional survey of 558 women veterans
who served in the military during Vietnam and subsequent eras was conducied to assess military
environmenta! factors associated with rape during military service. This rescarch indicates that rape
was reported in 28% of the women, with consistent rates found across all the time periods. ™ Military
eavironmental [actors that were associated with Increased Likelihood of rape included sexus!
harassment allowed by officers (p<0.0001), unwanted sexual advances while on-duty (p<0.00001), and
while in slesping quarters (p<0.0001). Overall, these data indicate that there is a gap between the
milirary™s “zero tolerance” and the ongoing problems of sexual harassment and sexual viclence in the
armed services. Therefore, sexual harassment and sexual violence remain an important heelth risk to
both mititary women and men and their families, suggesting that carly interventions are necessary to
decrease negative health outcomes associated with sexual violence and to provide an environment
where both mien and women feel respected and safe, thereby protecting the cohesion that is necessary

to fulfill the overs!t mission of the DOD.

Interventions to Prevent Health Damaging Behaviors

Research has shown that STT and HIV prevention interventions that are based on cognitive-behaviorat
principles are effective strategies for building skills and/or modifying behaviors associated with the
acquisition of ST and HIV infections in various populations, * However, none of the studics
involved military personnel. However, our recent interventions based on cognitive-behavioral skills-
building principles implemented iIn young Marine Corps males prior to éﬁ{ﬁaymmg and Marine Corps
female recruits” have shown promise for reducing health damaging behaviors and negative health

6
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outcomes and thelr sequelac in thxs young popul m:{m ﬁmidmv on our groups’ rmz,;wh and the basic
sescarch by others, which identify correlates of $Tis,* ¥ unplanned pregnancies®, aleohol use, % 7%
and sexual harassment and sexual violence'™ * in military personnel, we plan to develop and evalaate
interventions that will target these key factors. Importandy, the proposed interventions will capitalize
on military-specific factors that are both health promoting and health damaging. We will target recruits
for a number of important reasons: (1) the high rates of STis among military recruits; (2) many recruits
enter military service with a history of a!cnﬁe% and other substance use; and (3) many women and some
men come to the mititary with a history of exposure to sexual violence. Furthermore, since previous
research suggests that gender-specific interventions are key to successful ST and HIV prevention, ™ ¥
we will also examine whether an intervention that gender-integrated versus interventions that are
gender-separate sre more effective in preventing STIs, UIPs, misuse of alcohol and cther substances,
sexual barassment, gnd sexual violence. The manner in which the Army (co-ed) and the Marine Corps
(gender separate) train their recruits and young enlisted personnel provides a unigue opportunity to
assess this important health education question.

The proposed intervention will build on our previous work and will be puided by the Information,
Maotivation, and Behavioral Skills (IMB) model? The IMB posits that information, motivation, and
behavioral skills are the primary determinants of AIDS-preventive behavior. Specifically, the model
asserts that information regarding the transmission and provention of AIDS i 8 necessary prerequisite
of risk-reduction behavior. Motivation to change risk behaviors Is g deferminant of prevention and
affects whether ong acts on ong's knowledge regarding the transmission and prevention of AIDS. The
IMB also asserts that motivation to engage in proventive behaviors is a function of one’s attitudes
toward the behavior and of perceived norms reganding preventive behaviors. Other eritical factors
hypothesized to influcnce motivation to engage in ATDS preventive behaviors are perceived
vulncrability to AIDS and intention (o engage in preventive behaviors regarding AIDS. Behavioral
skills for engaging in specific preventive hch.axm{s ar¢ a third determinant of AIDS-preventive
behaviors and affect whether even 3 knowledgeable, highly motivated person will be able to change his
or her behavior to prevent pegative health outoomes. Requisite skills to engage in proventive behaviors
inctude the ability to effectively communicate with one’s sexual partner about safer sex, to refuse to
engage in unsafe sexual practices, and to properly use condoms. In addition to possessing these skills,
individuals who practice preventive skills are presumed to have z strong self-belief (self-efficacy) in
their ahility to practice these prevemive behaviora! skills, We will extend this mode! 10 assess 8Ts,
UTPs, alcohot and substance use, sexual harassment, and sexual violence.

4.6 Research Design and Methods:

Target Population.

Potential participants will include male and female Marine Corps recruits, military trainees, and other
{junior enlisted) active duty military personnel who can provide information about the risks andfor
prevention of STls, UlPs, aleohol and other substance misuse, sexual harassment, and sexual violence
within the military context. Participation will be voluntary. Al potential participants will be fluent in
English and able to provide written, informed consent. Our previous research and that of others show
that adolescents are af increased risk for m:m}' of the health damaging behaviors and negative health
outcomes that are the focus of this research. ' Therefore, it is important to include adalescents in thic
research, :

45 Septermher 2004



b, Methods that will used to obtain sample.
Recruits! Military trainces: For recruits and military trainees, we will ask for volunteers only within
each training platoon or AIT class during 2 time in which they are already convened for training
purposes. A script of points to be cmp%:zsz? ed will be provided to drill instructors for recruits and class
instructors for military trainees to introduce 2 member of our rescarch team who will provide an
overview of the study and to request volunteers to participate in the clicitation phase of the study (sce
Appendix 2 for the Instructors® introduction seript). Drs. Boyer or Shafer will provide a Bricfon the
overall study and will provide the participants with specific information on the elicitation phase of the

study.

Non-training junior enlisted personnel: Junior enlisted personnel who are not in training will be
invited fo attend a brief 1o Jearn about the study through a flyer that will be provided to all Command-
identificd Unit Commanders (sce &gmm* dix 4 for 2 copy of the recruitment flyer). For individuals
attending the Brief, Drs. Boyer or Shafer will provide an overview of the overall study and will provide
the participants with specific information on the elicitation phasc of the study.

¢. Preznant Subjects.
Since pregnant women are excluded from recruit training/AlT, none of the female recruits/ military
trainees volunteering to participate in this phase of the study will be pregnant. Active duty women who
are progrnant will not be ¢xcluded from participation in the focus groups.

d. Subject Identification.
For the elicitation phase of the study, there 1s some sk of the participants” loss of privacy. The
participants’ names and ranks will hf: known, but no other i(?wzifying information will be obtained. It
is important to note that the participants’ names will not be used in the focus group discussions ar any
of the 1anseribed manedials, Data will be reported in the aggregate. If a dircct quote is used in the
description of the data, only the individual's geader and military rank will be identificd as the muthor of
Iiie quote. Therefore, since no protected health information is being requested, HIPPA regulations do

not apply for this study,

€. Description of the Recruitment Process.
The goal of the elicitation phase of this study is to conduct focus groups to develop: (1) separate
gender- and branch-specific interventions to reduce health damaging behaviors associated with STis,
UTPs, alcohol and other substance misose, sexus! harassment, and sexual violence; and (2) pre- and
post-intervention, self-administered, questionnaires to assess knowledge, attitudes, and beliefs, and

behaviors of the target groups.,

Recruiting recruits/ Military frainees: We will seek volunteers to participate in focus group
discussions, For recruits and military trainees, we will ask for volunteers pnly within cach training
platoon or ATT class during a time in which they are already convened for training purposes. A scriptof
points to be emphasized will be provided to drill instructors for recruits and szSS instructors for ‘
military trainecs to introduce 3 member of our research team who will provide an overview of the study
and to request volunleers to participate in the clicitation phase of the study (see Appendix 2 for the
instructors’ introductory script). Therefore, all recruitétrainees within the Command-identified
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platpons/class that are eligible for participation will bave an opportunity to leamn about the study. As
with our previous research, drill instructors or any other military personnel will not be present during
study recruitment in order to avoid feclings of coercion or undue pressure. Recruitment and focus
group participation will take place duting regularly scheduled periods of training (sce Appendix 3 for
the yecruitment script).

Recruiting non-training junior enlisted personnel: Junior enlisted personnel who are not in training
will be invited to attend 2 brief 10 leam about the study through a flyer that will be provided to all
Command.identified Unit Commanders (see Appendix 4 for a copy of the recruitment flyer). As with
our previous resesrch, no military personnel other than potential participants will be present duting
study recruitment in order to avoid feclings of coercion or unduc pressure. Recrvitment and focus
group participation will take place during work hours at or near their places of work.

Based on our team’s previous rescarch experience in conducting sensitive health research with junfor
enlisted military personnel and recruits, our uniformed mititary colfcagues (MAJ Wilbur and CFT
Burrell) will not actively pariicipate in recruiting and consenting participants or the collection of focus
group data in order 1o decrease the likelihood that focus group participants will feel coerced in
participating and to inercase the likelihood that they will be as open and honest as possible when
responding to focus group questions.

f. Description of the Consent Process.

Drs. Boyer and Shafer will provide a Brief (overview) of the overall goals :md purpose of the study as
well as the gozls and purpose of the elicitation phase of the study. For reenuits and military trainees, the
Erief will be provided within each of the training platoons/class without ddll instructors or other active
dary personnel prosent. After the Brief, recruits and military trainees will be invited to participate m 2
two hour focus group discussion that will take place at a later predetermined time. Based on our
previous experience, we anticipate that most of the recruits and military trainces will want to
participate, therefore, we will randomly select up 1o 7 individuals from cach of the platcons/class who
indicate their willingness to volunteer to participate in the focus groups (cach recruit/ military trainee
will be given 2 number when they enter the Brief 7 numbers will be chosen based on 2 random
assignment table). These individuals will be asked to remain in the room after the Brief is over, At this
point, these individuals will be given a copy of the Humar Subjects Bill of Rights Statement and given
an opportunity to read the informed consent stalement, ask questions, and sign the consent stalement.
For active duty {non-training) military personnel, flyers inviting them to come hear a Brief about the
study will be posted in and around the Command-identificd units. Briefs will be provided only to those
individualz who choose to attend the briefs. After the Briefs are completed, up to 7 individuals from

each unit will be invited to participate in the focus groups as described above (see Appendix § fora
copy of the informed consent forms; also see Appendix 6 for the University of California, San
Francisco’s Committee on Human Research this committee’s letter of approval for conducting the
elicitation phase of this study).

£ Subject Assignment.
We w xii convene both gender-separate and co-ed groups since interventions will be conducted with

gender-separate groups (Marines) and in co-ed groups (Army). Training platoons for the Marine Corps
are separated by gender, therefore, focus group discussions for Matine Corps participants willbe
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gender specific only, However, since Army ATT is co-ed, we will determine which class will
participate in same-gender discussions and which class will participate in co-¢d discussions using a
random assignment table of odd and even numbers. For example, all classes will be listed in & random
order and gssigned an odd or even number g priori, All even-numbered classes will be assigned 1o co-
¢d discussions and all odd-numbered platoons will be assigned to separate same-gendered discussions.
Specifically, we will conduct threc separate focus groups with female Marine Corps recruits and three
separate focus groups with male Marine Corps recruits (for a total of six focus groups among Marine
Corps recruits). For military trainees, we will conduct two ¢o-ed focus groups, two focus groups with
males, and two focus groups with females (for 2 total of six focus groups among military trainees).
Non-training active duty participants will be recruited within their work units. As described, only
individuals who attend the Briefs and who agree to participate in the focus groups discussions will be
assigned a number and randomly assigned to co-ed and same-gender focus groups using a random
assignment table, For junior enlisted Army personnel there will be two male and two female group and
two co-ed groups (for a total of six Army junior enlisted groups). For junior enlisted Marine Corps
personne! there will be will be two male and two female groups and two co-ed groups from MCRD
{fCh a tota! of six Marine Corps junior enlisied groups). Overall there will be 12 focus groups for junior

nlisted {non-recruit) military) military personnel. As stated earlicr, these groups will be conducted
among individuals within the same ranks. Each focus group discassion will cc’mﬁ;sz of 5.7 participants
cach, which has been identified as an ideal number for such group discussion® All focus group
discussions will be conducted by Drs. Boyer and Shafer. All information will be audio recorded and
will be transeribed by an independent rescarch group who specialives in qualitative data transeription.
Once thess datz are transcribed, the avdio fapes will be destroved. The transeripts will be analyzed and
used solely for development of the interventions and pre- and post-intervention questionnaires. The
transcripts will not contain any personal identifying information of the participants. Only demographic
information describing the source of information will be included. Such information will include the
participants” gender, military branch, and whether they are a recruit/ military trainec or junior enlisted
personnel. This information will help 1o provide a contextual framework for the data reported.

4.7 Source of Research Material:

- Source of Research Materia! Suandard Care?

Semi-structured group N
{ interview

4.5 Instrumentation {as applicable )

The focus group will involve semi-structured group interviews. See Appendix 7 for copics of focus
group questions for Army ATl trainecs and Marine Corps recruits {male, female, and co-ed) and other
military personne! {male, female, and co-ed).

a. Labeling of the Instrument.
The focus group questionnaires will be used by Dirs. Boyer and Shafer to facilitate the group discussion
only and will not be seen by the group participants. Each questionnaire contains the tithe of the amdy as
well as title identifying the group to be targeted in the discussion.
16
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b. Objectives of the Instrument.
‘The purpose of the focus group questionnaires are to assist in the development of the interventions as
well as the pre- and post-intervention questionnaires that will be used to es valuate the fnterventions.

¢. Validity and Reliability of the Instruments.
Thess instruments are used for clicitation purposes and for the development of the intervention and
evaluation instruments a5 such they have not been tested for validity or reliability.

d. Instructions.
The facilitators will provide verbal instroctions and will verbally ask each of the questions in the focus

groups.

4.9 Inclusionfexclusion criteria:
Al potential participants will be fluent in English and able to provide written, informed consent, Our

previous rescarch and that of others show that adoloscents are at ine sreased risk for many of the health
damagzing behaviors and negative health outcomes that are the focus of this research.! zs‘i’immﬁ:w,, itis
important o include adolescents in this research. Since pregnant women are excluded from recruit
training/ATT, none of the female these volunteers will be pregnant. Active duty women who are
pregnant will not be excluded from participation in the study.

4.10 Number of Subjects: Stare only whart is applicable.
TOTAL NUMBER OF SUBJECTS (study-wide): 24 focus groups with 5-7 per group = up to 168
study purticipants.

Number of participants planned for BAMC: 12 focus groups with 5-7 per group = up to Sdstudy
participants, .

Number of participants planned for Marine Corps Recruiting Depot (MCRD), Parris Island, SC:
12 focus groups with 5-7 per group = up to 84 study participants.

Co-ed junior enlisted Soldiers- 2 groups
Femele junior enlisted Soldiers- 2 groups
Male junior enlisted Soldiers- 2 groups |
Co-ed Army military trainecs- 2 groups
Female Army military trainees- 2 groups
Male Army military trainees- 2 groups
Co-ed junior enlisted Marines- 2 groups
Female junior entisted Marines- 2 groups
Male junior enlisted Marines- 2 groups
10 Female Marine reeruits-3 groups

11. Male Marine recruits- 3 groups

“"?"":‘*‘?‘5"@*%"!‘*’:"‘

5.0 Human Subject Protection (Complete sections 5.1 - 5.6 below)
| i1
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5.1 Recruitment:

The goal of the ¢licitation phase of this study is to conduct focus groups to develop: (1) separate
gender- and branch-specific interventions to reduce health damaging behaviors associated with STls,
Ulls, alcotot and other substanée misuse, and sexua! harassment and sexual violence; and (2) pre- and
past-intervention, self-administered, questionnaires 1o assess knowledge, attitudes, and beliefs, and
behaviors of the target groups. For this phase of the study, we will seek volunteers to participate in
focus group discussions. For recruits and military trainecs, we will ask for volunteers within each
Command-identified training platoon/class at both Army and Marine Corps training facilities after a
Brief of the study is provided. Therefore, all recruits and military trainces will have an opportunity to
fearn about the study. As with our previous research, drill instructors or any other military personnel
will not be present during study recruitment (sce section 4.6.¢ above for our rationale). Junior enlisted
personnel will be asked by members of the research team to voluntarily agree to participate in focus
group discussions after hearing a Brief about the goals and purpose of the study, These individuals will
be recruited from 2 group of volunteers who atiended the Brisf and who indicated a willingness to
participate in the focus groups. Focus groups will be held within ranks to ensure that all participants
fecl comfortable sharing their ideas and views,

Dirs. Boyer, Shafer, andfor their trained civilian rescarch assistant(s) will provide a Brief (overview) of
the overal} goals and purpose of the study as well as the goals and purpose of the elicitation phase of
the study. For recruits and mifitary trainees, the Brief will be provided within cach of the training
platoons/class without instructors or other active duty personnel present. After the Brief, recruits and
military trainees will be invited to participate in & two-hour {ocus group discussion that will take place
at 7 later predetermined time. Based on our provious expericnce, we anticipate that most of the recruit
and military trainces will want to participate, therefore, we will randomly select up to 7 individuals
from each platoon/class who indicate their willingness to volunteer to participate in the focus groups
(each recruit/irainee will be given a number when they enter the Brief; 7 numbers will be chosen based
on » random assipnment table). These individuals will be asked to remain in the room after the Brief is
over, At this point, these individuals will be givern an opportunity to read the informed consent
statement, ask guestions, and sign the consent statement. They will also be given the Human Subjects
Bill of Rights Statement, For agtive duty military personnel, Briefs will be provided in groups who
voluntarily attend a Brief 10 hear about the study. After the Briefs are completed, up to 7 individuals
from each Unit will be invited to participate in the focus groups as described above.

5.2 Benefits:

The participants in the focus group discussions may not dircetly benefit from participation in the focus
groups. However, a potential benefit to the participants is the personal satisfaction in contributing
information that will help in the development of interventions to prevent STls, UlPs, alcohol and other
suhstance misuse, sexual harassment, and sexual violence in future cohorts of Army and Marine Corps
recruits and junior enlisted personne!l. Development of interventions to reduce negative health
outcomes may reduce the risk and incidence of health outcomes in military personnel, will enhance
military readiness, and may benefit society at-large by reducing the future health consequences and
bealth care cost associated with these negative health outcomes. '

5.3 Risks;
i2
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The risk of participating in focus group discussions are expected 10 be minimal. Since some of the
guestions will focus on risks and prevention of 8TDs, UIPs, aloohol and other substance misuse, sexual
harassmient, and sexual violence some of the questions may be embarrassing for some of the

participants, every effort will be made to minimize this possible discomfort.

5.4 Safeguards for Protecting Subjects:
We will minimize potential risks for participants by first informing them that they are free 1o pot
respond 10 any questions that make them fecl uncomfortable. Also, we will inform the participants that
information discussed in the focus groups must be held in the strictest of confideace, that is, they must
not share any information with anyone outside the group. It is important to note that the general
purpose of the elicitation phase is to gather information that will assist in the development of pre- and
st-intepvention questionnaires as well as the sctual interventions to reduce health damaging
behaviors targeted in this research: 8Tis, UTPs, glcchol and other substance misuse, sexual harassment,
and sexual violence. As such, participants are encouraged to describe their general perceptions of
issues related 1o these factors and do not necessarily have to disclose information of their specific
behaviors. i, in the event that any focus group participants show signs of or repont psychological
discomfort or distress during or immediately following the discussion, Dis. Boyer or Shafer will inform
hisfher deill instructor, class instructor or unit supervisor with reguest for referral for immediate cart to
a base psychologist or Chaplain who are tasked with caring for the mental health of recrufis/ military
trainces, and active duty personnel, Lastly, military personnel who are not participating in the rescarch
will not be present during the focus group discussions, as described above. To address the concem
about participants revealing their sexual orfentation, specific instructions will be given to participants
10 not disclose information about their sexual sctivity or sexual orientation, since the military has strict
policies on not disclosing such information. In our 14 years of working with military personnet around
these sensitive fssucs, we have gained the trust of eur participants and have not had a negative or
adverse event. We have gained the reputation of civilians with interests and expertise in developing
health-related programs that is created specifically for the military with input from the military.

a. Serious or unexpected adverse events,
No serious or unexpected adverse events are anticipated during the elicitation phase of the study.

b. Include a definition of what constitules an adverse event in the study.
No serious or unexpected adverse events are anticipated during the elicitation phase of the study as we
will not ask participants to disclose any personal health or behavioral information. i

¢ Agencies or Offices to be Notified in the Event of a Serious and Unexpected Adverse
Event.

Adverse experiences that are both serious and unexpected will be immediately reported by telephone to
the USAMBMC, Deputy for Regulatory Compliance and Quality (301.619.2165) and send information
by facsimile to (301.619.7803). A written report will {ollow the initial telephone calf within 3 working
days to the U.S. Ammy Medical Rescarch and Materdel Command, ATTN: MCMR-RC(Q, 504 Scott
Street, Fort Detrick, Maryland 21702, In addition, any adversc experiences will be reporied in writing
to 2!l Institutional Review Boards which is concerned with the protection of volunteers invosearch
projects immediately by telephone and in writing within 3 working days of the event {these include: the
Committee on Human Research, Box 0962, Univessity of California, San Francisco/San Francisco, CA

13
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94143; BAMC IRE Dept Clinical Investigation MCHE-CL, Brooke Army Medical Center, 3400 Rawley
L Chambers Ave, Ste. A, Fort Sam Houston, TX 78234-6315; and the IRB Nava! Health Research
Center, P.O. Box 85122 San Dicgo, CA 921865122 ).

5.5 Risk: Benefit Assessment:

The benefits of the elicitation phase of the study outweigh the risks, The risks arc minimal and the
benefits of developing an effective intervention could potentially lead to a lower prevalencefincidence
of §TTs, UIPs, alcohol and other substance misuse, sexual harassment, and sexual viclence in future
cohorts of Marine Corps recruits/military trainces, and other military personnel as they proceed through
thelr military carcers and their lives.

5.6 Alternatives:
An altemative 1o participation in this research is non-participation, Participation is strictly voluntary,

6.0 bata Analvsis:

Focus group data will be analyzed using simple content anafyses as described by Krueger:® All focus
groups will be audio taped. Tapes will be transeribed by an external (independent) research groug with
experience in transcribing focus group and interview tapes. Transcripts will be analyzed using Nud*ist
version N6 software. Drs. Boyer and Shafer, MAT Wilbur and CPT Burrell aleng with Ms, Friedman
will review the transcripts that will be organized by guestion across groups (both within and across
military branches) to compare and contrast all findings. Atiention will be placed on identifying themes
or patterns across the groups as well as themes that relate to respondents with similar demographic
charastenistios (¢.g., gender, rank). After this is completed, we will further summarize and synthesize
the transcribed data using the Nudtist software. These data will then be used in the interventions”

Sias

development phase. as well as in the development of pre- and post-intervention questionnaires.

7.0 Sample size estimation/power analysis (if applirable)
Ko hypothesis testing will occur during the elicitation phase of the stady.

8.0 Duration of Study:

Approximate duration of the clicitation phase of the study: 2 years to include data collection, data
analysis, publicationfpresentation of the data and protocol closure. The anticipated time it will take to
complete the data collection of elicitation phase of the study (focus group discussions) is approximately
three months from the start date. This will be dependent on each command's ability to schedule focus
group discussions within the participating platoonsfunits. Thus we anticipate that the focus groups will
take place botween August 30, 2004-November 30, 2004, 1t is also important to note that these dates
are highly dependent upon when we are able to oltaln approval of the IRBs at BAMC and the Naval
Health Research Center.

9.0 Funding:

This research is funded by the United States Army Medical Research and Materie! Conmmand, Fort
Dretrick Muaryland. The official award number is WxSIWH04-1-0159.
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1.0 S1afT Monifor (for resident and fellow projects)
N/A

11.0 Research Assistant

Allison Friedman (CIV), Rescarch Assistant, UCSF, Division of Adelescent Medicine

Ms. Friedman will sorve primarily as an administrative research assistant to Drs. Boyer and Shafer o
help facilitate the recruitment, consenting and focus group discussions. In addition, she will take
primary responsibility for running the Nud¥ist qualitative data software to summarized and synthesize
the focus group data. She will be under the dirsct supervision of Drs. Boyer and Shafer.
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16.1 Principal Investigator

§ am aware that [ am not authorized to aceept any funds or other form of compensation for conduciing

research. Al subjects will be treated in compliance with all applicable organizational, service, DoD
and Federa! rogulations, and all applicable FDA and HHS guidelines,

Cherrie B. Bover, PRD  Date of Protocol Submission: . .. (before approval)

16.2 BAMC on-site Principal Investigator

am aware that T am not muthorized to accept any funds or other form of compensation for conducting
research. All subjects will be treated in compliance with all applicable organizational, service, DoD
and Fedora! regulations, and all applicable FDA and HHS guidelines.

CARON WILBUR Date__ ..

MAJ AN
32D Medical Brigade, Associate Investigator (on-site PI)

16.3 PI’s Service Chief (BAMC)

I have considered this protocol and am able to approve personnel and resource support. Tunderstand
that T will be the point of contact for correcting of deficiencies should the principal investigator fail to
meet the requirements agreed to in the Letter of Compliance.

47

25 Beptember 2004




MAUREEN COLEMAN Dae ..
COJ.. MS '
Commander, 32D Medical Brgade

16.4 Scientific Merit Review:
This protocol has boen reviewed and found to have sufficient scientific merit for consideration by

the Institational Review Boord.

JENICE N LONGFIELD Date__ _
COL, MC . .

Chief, Dept Clinical Investigation

18

25 Seprember ¥



Attachment 1. Scripts




INSTRUCTORS INTRODUCTORY SCRIPY

(for Marine Corps Recruits and ATT Trainees)
Today, we have researchers from the University of California, San Francisco who will give you
information on a new program they are developing specifically for the military. They are looking
for volunteers to discuss some of the issucs they will address in the program. They are here to

te!l you more about the program. Please give them your undivided attention.



RECRUITMENT SCRIPT

Good Mormning (Aftemoon). 1 am Dr. Boyer and this is my colleaguc(s) (state name(s) of

Aot

been funded by the Department of Defense to address issues that concern of young
Marines/soldiers including the risk of sexually transmitted diseases such as chlamydia and
gonorrhea, unintended pregnancies (that is pregnancies that were not planned), alcohol usz and
ahurse, and sexual harassment as well s sexual violenoe., We have been worki ng un these very
important kealth issues for over 20 years (for D, Shafer for nearly 30 years). However, over the
Fast 12 years we have worked with young military recruits and junior enlisted military personnel
1o help provent these health problems, Our main interest is prevention. We have developed
videos and educational programs that were developed with the help of young men and women
Marines and soldicrs such as you. These materials have been well received because we
developed them with the help and insight of those we hope that will benefit from the information

provided in the programs.

The reason we are here today is to ask for volunteers to spead about two hours with us to help us
better understand health issues such as STDs, sleoho! use, and sexual harassment and sexual
violence and other health concerns that young Marines/soldiers may have. This two-hour gﬁ:;up
discussion will take place (ndicate time/location) during your regulardy scheduled class period
(for reeruits/ AIT traineesYduring the work-day (for other junior enlisted personnel). Twantto

crmphasize that you are not obligated to participate, we are Jooking for volunteers. Il you choose




_not o participate, it will pot have any impact {positive or pegative) on your training {carcer for
o~
non-training personnel),
In the group discussion we will not use your names or any other information that may identify
you. We will not ask about your personal behaviors, We are particulady interested in your views
and opinions, There are no right or wrong answers, but rather differing points of view. By
participating in this discussion you will have an opportunity to help shape the development of
programs that may help young Marines/soldiers that will come behind you.
Seasitive topics will be discussed and may make some peaple feel uncomfortable. As stated
carlicr, it is important that you do not mention names of any of other person during the focus
group discussion. I is algo important that you donof reveal any personal information, as there is
no guarantee that what you say will not be repeated outside this room by other participants.

confidential information could lead to embarmassment and possible disciplinary

actions under the Uniform Code of Military Justice,
H you are interested, please give us one of the placerds that contain the number given to you
when you entered the room. We will randomly select up to seven individuals to participate in

-

each discussion. Pizza and beverages will be served,

“Note: Pizza, soda, juice and water will be provided for all other participants. TFor Recruits, juice

and water {and pizza) will be providad to recrutis only i it is allowed by the Dl Instructors,




Appendix 5. Recruitment Flyer




SEXUALLY TRANSMITTED DISEASES
SEXUAL HARASSMENT
ALCOHOL

THESE ARE ISSUES THAT CONFRONT
YOUNG ADULTS

You have an opportunity to discuss your point of view on
these issues and help to develop a program that will address
concerns of young soldiers.

Researchers from the University of California, San
Francisco will be giving a brief on a program they will
develop to address these important issues in the military.

THEY ARE LOOKING FOR VOLUNTEERS TO PARTICIPATE
IN A TWO-HOUR GROUP DISCUSSION THAT WILL TAKE
PLACE DURING WORK-HOURS
(PIZZA AND SODA WILL BE SERVED)

You have an opportunity to give your opinions and point of
view that will help in the development of this health
program.

If you are interested, come to a 15-minute brief (add time and
location here) to learn more about the program and more
about the group discussion,



SEXUALLY TRANSMITTED DISEASES
SEXUAL HARASSMENT
ALCOHOL

THESE ARE ISSUES THAT CONFRONT
YOUNG ADULTS

You have an opportunity to discuss your point of view on
these issues and help to develop a program that will address
concerns of young Marines.

Rescarchers from the University of California, San
Francisco will be giving a brief on a program they will
develop to address these important issues in the military.

THEY ARE LOOKING FOR YVOLUNTEERS TO PARTICIPATE
IN A TWO-HOUR GROUP DISCUSSION THAT WILL TAKE
PLACE DURING WORK-HOURS
(PI1ZZ.A AND SODA WILL BE SERVED)

You have an opportunity to give your opinions and point of
view that will help in the development of this health
program.

If you are inferested, come to a 15-minute brief (add time and

location here) to learn more about the program and more
about the group discussion.
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Preventing Health Damaging Behaviors in Army and Marine Corps Recruils

FOCUS GROUP WITH MILITARY TRAINEES
Circle one:  Male Female Jo-ed

Welcome, and thank you for agreeing to participate in our group discussion. The purpose of this
discussion Is to leam about the risk and proveation of sexually transmitted infections, unintended
pregnancies, alcohol and other substance misuse, sexual harassment, and sexual violence In

soldicrs during their first tour of duty.

Tam ooandlama __ from the University of Califomia, San Francisco. Also
with me today is my colleagune ma!m from the University of California, San Francisco. ¥
will fet her introduce herself to you, We are collaborating on a research project to determine
effective and creative ways of reducing the risk and preventing negative health outcomes in male

and female soldiers during their first tour of duty,

The reason you were asked to participate in this discussion today is to provide us with first-hand
information about what you see as the most important issucs which threaten the health and
military readiness of young soldiers, We are particalarly interested in your views and opinions.
"f“h LTC BTE RO r‘;ghz or wrong answers, but rather differing points of view. Please feel free to share
your point of view even if it differs from what others have said. Also, it is important that you do
NOT mention any names of other personne] during these focus group discussions. Ir is also
important that you do NOT tell others outside this room what a specific person said. If you
believe you cannot adhore to these two requirements, please inform the focus group facilitator
immadiately, It is also imporiant not to revea! any personal information as there is no guarantee
that what you say will not be repeated vutside this room by other participants, Revealing
confidential information could Iead to embareassmoent and possible disciplinary actions under the
Uniform Code of Military Justice. :

Boefore we begin, Twould Iike to make g few points about how we will run this session:

(1)  Theinformation you provide to us will be wtilized to develop health promotion
interventions for military teainees.

{2}  The information you provide in this group is confidential; names will not be used in any
summary of this discussion.

3 Plcaze keep in mind that we are just as interested in the negative comments as the positive
comments, and many thmes the negative comments are the most helpful.

(4)  Oursession today will Tast about two hours and we will not be taking a forma! break.
Onr first qnmzm has to do with your reason for joining the Ammy.

1. Why did you choose to join the Army?
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The next set of questions has to do with sexually transmitted discases/STDs/VD.

2. What are some common STDs women/meon get?

s

3. How can a person tell if shefhe has an STD?

4. What are some symptoms of §TDs? Do women/men abways have symptoms?

S. Cana woman tell if a man has an STD? Can & man tell if a woman has an §TD?

6. What are some complications that menfwomen may be develop after getting an STD?

7. What are some of the biggest chaflenges men/women have in trying to protect themselves
from getting an STD?

§. What are some of the bigsest challenges young women have in trying to provent an
unintended pregnancy? What about men?

8. What are some of the teasons why women may not insist that hor partner wears 2 condom?

10, What arc some reasons why mien may not consistently wear condoms?

113 you were 1o corme up with a description of the type(s) of person who get STDs, what would
that be? (Note for facilitator — these are oaly promipts if there are no immediate msponsas— is

she/he natve, one with low self-estecm, ambitious, elc?)

11, What are some of the factors that influence wherher men will or will aot aze condoms 1o
protect hsmm% from STDs?

12. What are some of the factors that influence whether 3 woman will or will not use birth
control methods for preventing vnintended preprancies? What is the role of mien?

13. How knowledgeable do you think junior enlisted soldiers are about the different types of birth
controf that are available?

4. How skillful do you think juntor enlisted soldicrs are at using birth controt? Iz it differenmt for
men? For women?

15, Do you think that drinking to the point of passing out is 2 problem for young people your
age?

16. Do you think peer pressure plays is role in whether young junior enlisted soldiers drink
alcohiol to the point of passing out? If yes, what role does it play?
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17. Do you think that sexual harassment is a problem for soldiers? We are defining sexual
harassment as unwelcome scxual advances, requests for sexual favors, and (.sihe::r verhal of
physical conduct. Are there differences for women and men?

£8. Is sexuat violence is a problem for soldicrs? We are defining sexual violence as
nonconsensual completed or attempted sexual contact. Are there differences for women and
men? :

The next few guestions have to do with seeking health care.

19. What do you think will happen to someone (or 2 military career) if they were diagnosed with
an STD? Became pregnant as an unmarried woman? Had 2 problem with aleohol or other
substances? Was a victim of sexual harassment or sexual violence?

20. Do you think that if a young military traince was diagnosed with an STD would he/she talk o
kisher immediate supervisor? Had a problem with aleoho! or any of substances? Was
concerned with or affected by sexual harassment or sexual viokence?

21. Have you veceived information from your command about STDs? Alcohol or other substance

use? Sexual harassmen? Sexual violonor?

The following questions have to do with the type of strategies we should use to develop effective
programs that will be of interest to young soldicrs like you. :

22. What is the most important message we should convey to all young soldiers who will be
involved in our programs?

23, What can we say as part of the education program to convince young soldiers that STDs can
result in serious health problems thar can affect them for years 10 come?

24, Assuming you have a younger sister/brother, what would you say to herfhim about being safe
and staving healthy?

25. Given that STDs and pregnancies are personal issues, how can we get young soldiers such as
you to be interested in padicipating in our program? What would be the main reason for not
participating in our program?

20. What can we do to convince each participant that we will not share any of the infonmation
that is discussed in our program?

27, The routine way to screen women for STis reguires 2 pelvic examination, however, in our
program we will use urine and self-administered vaginal swabs, the size of 3 g-tip. Do you
think these techniques will be acceptable to young women participating in our pmw rant? If
yes, why? If no, why?
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28. What specific information should we give other military trainees who will participate in our
program in terms of preventing $T1s7? Unintended pregrancics? Alcohol or other substance
abuse? Sexual harassment? Sexual vieleace? '

29, What skills should we provide to military trainees who will participate in our program
regarding prevention of STDs? Unintended pregnancics? Alcohol or other substance abuse?
Sexual harassment? Sexual violence?

30. Should the skills be different for women and men? If yes, specifically what should the
differences be?

31 ks there any other information that we must be sure to dizcuss in our program?
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Preventing Health Damaging Dehaviors in Army and Marine Comps Recruils

FOCUS GROUP WITH JUNIOR ENFLISTED SOLDIERS
Circle one:  Male Female Co-ed

Welcome, and thank you for agreeing to participate in our group discussion. The purpose of this
discussion is to Jeam about the risk and provention of sexually transmitted infections, unintended
pregnancies, alcohol and other substance misuse, sexual harassment, and sexual violence in soldiers

during their first tour of duty,

Tam _ . andlama_____ from the University of California, San Francisco. Also with mo
today is my colleague_______ also from the University of California, $an Francisco. T will let her
introduce hersell to you. We are collaborating on a research project to determing effective and creative
ways of reducing the risk and preventing negative health outcomes in male and female soldiers during
their first tour of duty. -

The reason you were asked 1o participate in this discussion today is to provide us with first-hand
information ahour what you see as the most important issues which threaten the health and military
readiness of young soldiers. We are panticularly interested I your views and opinions. There are no right
or wrong answors, but rather differing points of view. Please feel free to share your point of view even if
it differs from what others have said. Also, itis important that you do NOT mention any names of other
personnel during these focus group discussions. It is also important that you do NOT tel] others outside
this room what g spacific persan said. I vou believe you cannot adhere to these two requirements, please
inform the focus group facilitator immediately. I is also important not to reveal any personal information
as there i no guarantee that what you say will not be repeated outside this room by other participants.
Revealing confidential information could lead 1o embarrassment and possible disciplinary actions under
the Uniform Code of Military Justice.

Before we begin, I would like to make a fow points shout how we will run this session:

{1}y  The information vou provide to us will be utilized to develop health promotion interventions for
military traineos. '

(2)  The information you provide in this group is confidential; names will not be used in any summary
of this discussion. :

(3} Please keep in mind that we are just a5 interested in the negative comments as the positive
comments, and many times the negative comments are the most helpful.

{43 Our seszion today will last sbout two hours and we will not be taking a formal break.

General Perceptions
1. Why do you think young people choose to join the Army?
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Afier boot camp, what do think are the most stressful things about being a young soldier? (Carcer/job?
Personal Tife?)

Some people think that many young people in the military get married much younger than mfz%;sﬁgmn
age peers who are niot in the military. Do you share that perception? Why do you think this is (is nat)
the case?

Risk Factors

4.

Can you tell me your perceptions about social situations for soldiers during military training? Do you
think the expericnces are the same or differcnt for men and women? In what ways are they the same
and in what ways are they different?

Can you deseribe the social situations for soldiers living in barracks during military teaining?

Do you think peer pressure plays is role in whether young junior enlisted soldiers drink alcohol to the
point of passing out? If yes, what role does it play?

Why do you think soldiers your age have unintended pregnancies while not married orin a fong-term
relatioaship? '

Do you think that $TDs such as chlamydia and gonorrhea are & problem for young junior enlisted
soldicrs?

What ¢o you think are the main reasons why young junior ealisted soldicers may not consistent}y use
birth contrs!? Do you think it is different for men and women in the Army?

10, Are there advantages to being active duty, pregnant (or having a child), and being unmanied? Are

there any disadvantages?

11, How knowledecable do you think other young junior enlisted soldiers are abour the different types of

hirth control that are available?

12. How skillfu! do you think young junior enlisted Armyy women are at using birth control? What about

men?

13. In general, do you think that drinking alcohol 1o the point of passing out is a problem for young junior

enlisted soldiers? Is that a problem in general for men? For women?

14. Can you deseribe social situations in which young junior enlisted soldiers typically drink? Are there

differences in where young women and men in the Army typically deink?

15, Do you think that sexual harassment is a problem for soldices? We are defining sexual harsssmoent as

unwelcome sexual advances, requests for sexual favors, and other verbal or physical conduct. Are
there differences for women and men? ‘ :
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16. Iz sexual violence is a problem for young soldiers? We are defining sexual violence as nonconsensual
completed or atternpted sexual contact. Are there differcnces for women and men?

17. Specificatly what do you think is the biggest concern for male soldiers? What is the biggest concern
for women soldiers?

18, What do you think is the best solution for addressing sexual harassment in the Army?

19. What do you think is the best solution for addressing sexual violence in the Army?

Health Care Services ,
20. Where do most young junior enlisted soldicrs typically pet health carc for STDs? For unintended

pregnancies?

21. Do you think that female soldiers avoid having pelvic examinations? If yes, why? I no, why not?
22. Do you think that male sokliers avoid being screenad for STDs? I yes, why? If no, why not?

23. Are there any barriers or problems to using the military health system for health concems such as
STDs? Unintended pregnancies? Alcohol abuse? Sexue! harassment? Sexual violence?

24. Do you think that if @ young jusior enlisted soldier was diagnosed with an STD would hefshe talk to
hisfher immediate supervisor? Had a problem with alcohol or any of substances? Was concerned with
or affected by sexuz! harassment or sexual violenoe?

25. Have you received information from your command about STDs? Alcohol and substance abuse?

Sexual harassmient? Sexoal violence?

Interventions
26. What specific information should we give young milit &73 traimees who will participate in our program
in terms of proventing STDs? Unintended progaans % 7 Alcoho! and other substance abuse? Sexua)

harassment? Sexual violence?

27. What skills should we provide to militery trainces who will participate in our program regarding
p ¥ B P
prevention of STDs? Unintended pregnancies? Alcohol or other substance abuse? Sexual harssement?

Sexus! violence?

28. Should the skills be different for men than for women? If yes, specifically what should the differences
be? |
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Prcventing Health Danuspley Behaviors In Army and Mario: Corps Recodis

. BROOKE ARMY MEDICAL CENTER/WILFORD HALL MEDICAY. CENTER
INFORMED CONSENT DOCUMENT

Preventing Health Damaging Behaviors in Aroy aud Mariae Corps Recruits

gm CIFAL INVESTIGATOR :
Overall: Cherrie B, Boyer, PLD. (University of California, San Francisco)

Sxie- MAJ Caron Wilbur, AN (Fu. Sam Houston, TX)

¥ you choose not to participate in s research study, your decision will not affect your &gfbﬁzz}
for care or any other beaefits to which you are entitled

DESC IONPURFOSE OF EARCH:
You are being asked to m&&y&rﬁap&t’mn in this research study. Cherrie B. Boyer, PhD and

Mary-Ann Shafer from the Department of Pediatrics, Division of Adolescent Medicine at the
Utiversity of California, San Francisco, and MAJ Caron Wilbur, AN from the 32* Medical
Brigade 2t Fort Sam Houston are conducting & research study is to preveat and reduce the risk of
sexually transmitted infections, uninteadad p{egnmcias, aleohol and other substence misuss, and
exposure © or involvement with sexual barassment and sexual violence among Army and
Merine Corps personnel during their first tour of duty. To accomplish this poal, we will
; implement an intervention for recruits and other junier enlisted personnel in both branches of the
mititary. In order to develop the interventions, we will be have small group discussions (focus
groups) to gather information regarding funior entisted Army personnel’s knowledge, attitudes,
beliefs, and behaviors associated with the risk and prevention of sexually transmitied infections,
unintended prognancies, aleohol and other substance misuse, sexual harassinent, and sexual
violence. This study is being funded by the Dopartment of Defense, Army Medical and Materia!
Command at Fort Detrick Marvland. You are being asked to participate in this study because you
are carrenmtly working at Fort Sam Houstwon, Participation in this study is completaly volumary,
i You 4o not have 1o participats and choosing to do 50 will not have a pegative impact on your
military training or career.

4 B Wirae Acommmrme L6 s

PN

This study witl f:nm!% approximataly 168 subjects oversll, with gpproximately 84 m&ﬁcﬁm whe
i enrofied at the 32° Medica! Brigade, over a period of about 90 days.

During your participation in this study, vou will be asked w participate in one, two-hour focus
group session.

You have been selected to volunterdly participate in this study bedause you are a junior eolisted
soldicr and are currently based at Fort Sam Houston. We are interested in junior enfisied soldiers®
koowledge, attitudes, beliefs, and behaviors associated with the risk and prevention of sexually
transmitied infections, nnintendad progrencies, alochol and other substance misuse, sexual
harassment, and sexual violence in order to develop & prevention intervention program o eddress
these health factors for junior enfisted military personne! during their first tour of duty. \gy CMES
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PROCEDURES:
I you volunteer to participate in this study:

1. You will participate in a single two-hour focus group discussion with other individuals in
}*mzr rank. Overall, there will be two separate co-ed focus groups, two separate focus groups
ales, and two with femzles. Each focus group will consist of 5-7 participants.

2. During the focus group discussion names or other personal identifying information shall not
be used. You and other members of the group will be asked to discuss your knowledge,
attimndes, and beliefs about the risk and prevention of sexually transmitted infections,
unintended pregnancies, alcoho! and other substances, sexusl harassment, and sexual
violence among young men and women In your age group. We will not ask you to disclose
your personal behaviors related to these health issues. We are only inferested in you
providing your general pereeptions about these bealth behaviors emong your peers, especially
those in your rank. '

3. Anaudiotzpe will be meade of this discussion. This discussion is expected to last no longer
than teo howrs,

4. The focus proups will be lead by Drs. Boyer and Shafer. Instructors or aay other miliwry
personme! will not be present during these discussions.

5. Your names or any other personal identification will pot be used during the focus group
discussion or any of the sunmaries of the discussions. This information will be used 1o
develop an effcctive intervention program for soldiers during their first wur of duty.

6. The focus groups will take place in 2 classroom on base.

RISKS OR DISCOMFORTS:

1. Seme of the focus group discussion guestions may make you uncomfortable or may be
emburrassing. You do not have 1o enswer any questions that you feel uncornfortable
anvwering and you can leave the group et any time.

2. itis important for you to not repeat any iformation discussed within the group after you
leave. Additionally, do not disclose specific information about your own personal
experiences with alcohol, drugs, sex or crimina) activities. Revealing information of this
nature could fead to disciplinary action under the UCMI. :

3. Participation ip research may involve & loss of privacy; however, the audio tapes and
transeripts of the focus groups will be haodied as confidentially as possible. Every attempt to
avold use of personal identifying information {such a3 names) during the discussion will be
made. Transcripts of the audio tapes will contain only your geoder and will not contain 2ay
pames. The researchers will ask you and other participants to not use pames during the group
session. They will also a2k group mombers not to tell my@ﬁaomxdcmmmmv
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perticular person said in the group. However, the researchers cannot guarantee that everyone
will keep € discussions private, Only researchers involved in this project will have aceess
to the andiotapes or transcripts of the tapes. After the group discussion bas been transcribed
from the tapes, the tapes will be destroyed. No individual identities will be used in any
reports or publications that may result from thiz stedy,

4. Yf, during the course of the focus group discussion you show signs of or report psychological
discomfort or distress during or immediately following the discussion, Drs. Boyer or Shafer
will inform your instrucior with a request for referral for immediate care 10 a base
Psychologist or Chapla.

BENEFITS:

There will be no direct benefit to you from participating in this study. However, the information
that you provide may help us devclop an effective intervention to prevent health problems such
as sexuzlly transmitted infections, unplanned pregnancics, sleohol and other substance misuse,
sevnal barassment. and sexuel violence amony voung soldiers doring thelr first tour of duty.

PAYMENT {COMPENSATION): ' ‘
You will not receive any compensation {payment) for participating in this study.

ALTERNATIVES TO PARTICIPATION:

Choosing not 1o participate in this study (s your elternative to volunteering for the study,
Choosing not to participate in this study will have no impact on your current military training or
military career.

CONFIDENTIALITY OF RECORDS OF STUDY PARTICIPATION:
Records of your participation in this study may only be disclosed in accordance with feders! taw,
including the Federal Privacy Act, § U.S.C.552¢, and its implementing repulations.

By storing this consent documens, you give your permission for information pained from vour
participation in this study o be published in medica! fiterature, discussod for edutational
purposes, and used generally to further medica! science. You will not be personally identified;
2!l information will be presentad 23 snonymous data

Your records may be reviewed by the U.S. Food & Drug Administation (FDA}, other
governrnent apencies, the BAMC/WHMC Institutional Review Board, and the University of
California, Sen Francisoo Comminze on Human Research, the US, Armyy Medical Research and
Materie] Command and by the Humau Subject Research Review Board (HSRRE).

it

Complete confidentiality canpot be promised, perticdlarly for ruilitary personnel, boeause
information regarding your health may be roquired 10 be reparted w appropriate medical

command autharities,

T
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ENTITLEMENT TO CARE:
I the event of injury resulting frocs this study, the extent of medical care provided s limited and

will be within the scope authorized for Departinent of Defense (DoD) healdh care beneficiaries

Your estitlement to medical and dental care and/or compensation in the event of injury is
governed by federal laws end regulations, and if you have guestions about your rights as a
resezsch subject or if you believe you have recefved 2 researchorelated injury, you may contact
the Brooke Army Medical Center Pratoco! Coordinators, (210) 9162598 or BAMC erige:

Advocate General, (210} 916-2031.

VOLUNTARY PARTICIPATION:

The decision to participate in this study is complewcly voluntary on your part. No one has
coerced or intimidated you into participating in this project. You are participating because you
want to. The Principal Investigator or onc of her associates has edequately answered any and all
questions you have about this study, your participation, and the procedures invelved.

You may withdraw this consent et eny time and discontinue further participation in this study
without effecting your eligibility for cere or any other benefits to which you are sutftled. Should

~ you choase to withdraw, you must inform the person(s) who will be conducting the focus groups.

Tie Principal Investigator or the focus group faaalitator may tevminats your participation in this
suxdy 2t any @me if they feel this t be In your best interest.

CONTACT INFORMATION:

Princinal lnvesticator (P
The ‘?mczpa} Investigators will be available to answer any guestions concerning your

panticipation {n the facus groups.

Overdll PI: T, Cherrie B, Boyer
Phonc (415)514-3672

sl PL MAT Caron Wilbur, AN
Phone: . (210)221-3118
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Your consant to participate in this study is given on a voluntary basis. All oral and written
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APPENDIX C. REVIEW FOR PROTECTION OF HUMAN RESEARCH VOLUNTEERS FROM
RESEARCH RISKS

INSTITUTIONAL REVIEW BOARD RECOMMENDATION

INITIAL REVIEW
Date of Review: 20 May 2004 Protocol Number: NHRC.2004.0023
Title of Research Protocol: Preventing Health Damaging Behaviors in Army and Marine Corps
Recruits ) L
Principal Investigator: ' Cherrie B. Boyer, PhD (University of California, San Francisco)

Avpproximate Dates of the Research: August 2004 to 30 September 2005

Outside investigator, Cherrie B. Boyer, PhD (University of California, San Francisco) submitted
this protocol to the NHRC IRB for review to comply with the requirement that all research involving
Navy or Marine Corps personnel be reviewed by a Naval IRB. This study had previously been reviewed
and approved by the UCSF Committee on Human Research and will also subsequently receive Army
review. The Naval Health Research Center only reviewed the portions of this project that are directly
applicable to Marine Corps personnel.

This study seeks to interview recruits and junior enlisted personnel about potentially health-
damaging behaviors so that preventative disease education and health prometion strategies can be
developed. Toward that end, volunteers will be recruited to participate in focus groups. Participants will
not be identified with particular comments they make during the interviews, and audio tapes will be
destroyed shortly after transcriptions of the tapes are made. It is noted that there is also a requirement
for multi-service personnel surveys and focus groups to be approved by the Defense Manpower Data
Center in Arlington, VA. .

With a vote of 6 for, 0 against, Chair abstaining, and no members disqualified from the review,
the Board classified this protocol as minimal risk. On a vote of 6 for, 0 against, Chair abstaining, and no
members disqualified from the review, the Board voted to recommend approval of this protocol

contingent upon minor modifications. Those modifications have been made and approval is
recommended for the portions of this study applicable to Marine Corps personnel. '

The next scheduled review is on or before 19 May 2005.

Christopher G. Blood, JD, MA . ,
Chair, NHRC IRB - 7/92/‘%

Sighature & Date
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In accordance with NAVHLTHRSCHCENINST 3900.2B, I am submitting the attached human use protocol for
consideration.

TITLE OF PROTOCOL: Preventing Health Damaging Behaviors in Army and Marine Corps Recruits

ABBREVIATED TITLE: Preventing Health Damaging Behaviors

PROPOSED DATES OF RESEARCH: August 30, 2004 to November 30, 2004. However it is important to note that
these dates are highly dependent upon when we are able to obtain approval of IRBs at Brooke Army Medical Center
the Naval Health Research Center, and the Human Subjects Research Review Board (HSRRB) at Fort Detrick. We
have current IRB approval from the University of California, San Francisco, but will need to also obtain approval for
the newly requested modifications to the consent forms and focus group questions.

SUBMISSION (CHECK ONE):
Xl INITIAL SUBMISSION

[[] MODIFICATION OF PREVIOUS SUBMISSION
] CONTINUING/ANNUAL REVIEW

PROTOCOL OBJECTIVE (Brief sentence or two): The overall purpose of the proposed research is to: (1) prevent
sexually transmitted infections (STIs), unintended pregnancies (UIPs), alcohol and other substance misuse, and
exposure to or involvement with sexual violence in Marine Corps recruits and Army advance individual trainees (AIT).

COMMENTS (e.g., issues, special considerations): This is a multi-phased study. Although the overall goals are to
develop, implement, and evaluate a cognitive-behavioral skills-building intervention to prevent sexually transmitted
infections, unintended pregnancies, alcohol misuse, and involvement with and exposure to sexual violence among
Army AIT trainees and Marine Corps recruits, we are secking approval only for the elicitation (focus group) phase of
the study at this time. Information collected from the focus groups will be used for the development of the interventions
as well as for the development of the pre- and post-intervention evaluation questionnaires.

DoD PROTOCOL NUMBER (Assigned by IRB Administrator upon submission for initial review. Be sure to add this
number where indicated on the title page): NHRC.2004.0023

Note: You must obtain signatures 1-4 DATE RECEIVED DATE APPROVED INITIALS
before you submit the protocol to the IRB.

1 PROGRAM MANAGER

2 | PROGRAM IRB MEMBER

3 | DIRECTOR OF SCIENCE AND
TECHNOLOGY

4 |IRB ADMINISTRATOR
COMMANDING OFFICER
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V. SCIENTIFIC BACKGROUND AND OBJECTIVES

1. Background

Significance:

Building on our previous military research, we plan to evaluate a state-of-the-science cognitive-behavioral, skills-
building intervention to prevent and reduce recruits’ risk for sexually transmitted infections (STIs), unintended
pregnancies (UIPs), alcohol and other substance misuse, and exposure to or involvement with sexual violence. Given
current trends for integrated military training of males and females, this research also seeks to establish the best
training practices for educating young troops about sensitive and critical health issues that impact military
performance and readiness. Currently, there is little empirical evidence which address the issue of best health
education practice, especially among young adults. This research will have direct application for health promotion
and disease prevention education strategies designed to reach military men and women early in their careers.

Military Relevance:

Providing health promotion and disease prevention education strategies to military men and women early in their
careers will benefit the military by reducing the healthcare costs associated with sexually transmitted infections and
their sequelae of ectopic pregnancy, tubal infertility, pelvic inflammatory disease, and increased risk of exposure to
the human immunodeficiency virus (HIV). In addition, health promotion and disease prevention education has the
potential of reducing the financial burdens associated with substance abuse, sexual violence and unintended
pregnancies. Additional cost savings may occur in the form of reduced attrition rates that may be associated with
these health issues. This research will also benefit the military not only by promoting health readiness but also by
promoting mission readiness. Mission readiness may be compromised through factors such as lost duty days and
decreased physical fitness that may occur as outcomes of decreased health readiness.

Background/ Review of Literature:

The health damaging behaviors of young military recruits are reflections of the health problems facing all young
people in the United States. Military life presents additional opportunities and challenges that may both protect and
place its young troops at risk for engaging in health damaging behaviors. Preventable challenges for maintaining a
healthy armed force include the high rates of STIs, UIPs, misuse of alcohol and other substances as well as the
presence of sexual violence within our young troops. The common thread through these negative health outcomes is
volitional behavior. Such behaviors not only result in illness or injury, but may also negatively impact performance
of military duties and thereby threaten military readiness. Nationally, the military has taken leadership in setting
standards and policies regarding professional behavior and universal health care not only for reproductive health, but
also for preventing misuse of alcohol and other substances and for eliminating sexual violence. However, among our
young troops, STIs remain epidemic, more than two-thirds of pregnancies are unintended, alcohol misuse is
prevalent, and sexual violence remains a problem. Therefore, a gap exists between expected and actual health
behaviors and outcomes that may negatively affect military performance and readiness. Promising results from our
prevention interventions targeting Marine Corps males prior to deploymentl and Marine Corps female recruits? show
reductions in adverse health behaviors and outcomes, including alcohol misuse, risky sexual behaviors, UIPs, and
STIs.

Sexually Transmitted Infections

STIs, the most common infections of young adults, are associated with major preventable health morbidity especially
in women (e.g., PID, ectopic pregnancy, infertility) and their offspring (e.g., congenital infection complications). As
with the population at-large, STIs are also very common among young military recruits and active duty personnel.
Screening rates using nucleic acid amplification tests (NAATS) applied to urine of Army female recruits yielded a
chlamydia rate of 9%.% Our group’s study of STI screening of Marine Corps female recruits yield an overall STI rate
of 14% (11% for chlamydia, 2% for gonorrhea, 1% for trichomonas) using urine, endocervical, and self-administered
vaginal swab specimens." 5 These rates of chlamydia for Army and Marine Corps female recruits are twice that
reported for similar-aged women attending family planning clinics®. STIs in active duty personnel reveal similarly
high rates. For example, in a group of active duty Navy women, chlamydia prevalence was 7% using NAATS
applied to urine. Among Army male recruits, chlamydia was 5% and gonorrhea was detected in 0.6% using NAATs
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applied to urine.” Among active duty Marine Corps men on deployment in Okinawa, Japan who were screened by
NAATS urine tests, chlamydia was detected in 5% of the sample.8 Among male Marines screened just prior to a
deployment to the western Pacific, 4% had chlamydia with no gonorrhea detected.” Our group has further defined the
prevalence of the syndrome bacterial vaginosis (BV) among Marine Corps female recruits (27%), which has been
related to premature births in infected women.'? Control of STIs, especiaily through chlamydial screening of
asymptomatic women, has been shown by our group and others (military) to be cost-effective. ™

Unintended Pregnancies v

UIPs in young military women place the woman, her family, and the military potentially at risk for not accomplishing
their respective missions. There is evidence to show that pregnancy outcomes for military women fare worse than
comparable civilian women showing more premature births, and other complications.”‘ 1 Furthermore, there is the
constant concern of any pregnancy, but especially ectopic pregnancy, occurring while military women are on
deployment. Like civilian women, most pregnancies are unintended (55%)." Data from our recent study of Marine
Corps female recruits who were followed during their first year of military service showed an overall pregnancy rate
of 18% of which two-thirds were unintended (unpublished data). Prevention of both STI acquisition and unintended
pregnancy in young military men and women is necessary to assure the health of young military population and to
ensure the readiness mission of our armed forces.

Alcohol and Other Substance Use and Misuse

The high prevalence of alcohol and other substance use in young adults poses a significant threat to their health and
well-being. National data indicate that 44% of U.S. adults (ages 18 and over) report current drinking, that is,
consuming at least 12 drinks of alcohol in the proceeding year. The rate of current alcohol use among adults is
highest (64%) in the 18-25 age group.16 Similarly, 14% of persons aged 18-25 reported heavy alcohol use (five or
more drinks on one occasion at least once a week in the prior month), with 18% occurring in persons aged 21
years.l6 As in the civilian population, rates of alcohol in military personnel are high, although there have been
documented decreases in illicit drug use over the last two decades.!” Among the 16,000 military personnel
responding to the 1995 Department of Defense (DOD) survey of health-related behaviors, rates of heavy alcohot use
was documented among 5% of women and 19% of men. Similarly, illicit drug use was 5% for women and 7% for
men.!” Less is known about military recruits. However, one study of 2,002 Naval recruits indicate that 75% of
recruits consumed alcohol in the year before enlistment, and 26% engaged in heavy drinking, and 31% reported
other substance use. Our recent research among Marine Corps female recruits indicates that in the month prior to
enlistment, 67% reported alcohol use and 6% reported substance use, and 57% engaged in sexual intercourse under
the influence of alcohol and/or drugs.4 Taken together these data suggest the need for interventions to reduce the
misuse of alcohol and other substances among military recruits that might later interfere with performance of their
military duties and ultimately military readiness.

Sexual Violence

Research has consistently revealed high rates of sexual violence among military personne].m'2l For example, one
study of Army soldiers found that one-fifth (23%) of the women reported a history of rape, and 51% of women and
7% of men reported any sexual assault,” of which a majority occurred before the soldiers entered the military,
primarily during childhood. The 1995 DOD-wide survey showed that 55% of women and 14% of men experienced
at least one incident of unwanted sexual attention during the preceding year. Although these rates represent a decline
from previous years, the decline in the Army was noted to be less.” Among Army women, this research found that
61% had experienced sexual harassment while 18% experienced sexual coercion, and 5% experienced sexual
assault.” Additionally, a national cross-sectional survey of 558 women veterans who served in the military during
Vietnam and subsequent eras was conducted to assess military environmental factors associated with rape during
military service. This research indicates that rape was reported in 28% of the women, with consistent rates found
across all the time periods.m Military environmental factors that were associated with increased likelihood of rape
included sexual harassment allowed by officers (p<0.0001), unwanted sexual advances while on-duty (p<0.00001),
and while in sleeping quarters (p<0.0001). Overall, these data indicate that there is a gap between the military’s
“zero tolerance” towards sexual violence and the ongoing problems of sexual violence in the armed services.
Therefore, sexual violence remains an important health risk to both military women and men and their families,
suggesting that early interventions are necessary to decrease negative health outcomes associated with sexual
violence and to provide an environment where both men and women feel respected and safe, thereby protecting the
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cohesion that is necessary to fulfill the overall mission of the DOD.

Interventions to Prevent Health Damaging Behaviors

Research has shown that STI and HIV prevention interventions that are based on cognitive-behavioral principles are
effective strategies for building skills and/or modifying behaviors associated with the acquisition of STI and HIV
infections in various populations.n'26 However, none of the studies involved military personnel. However, our
recent interventions based on cognitive-behavioral skills-building principles implemented in young Marine Corps
males prior to deployment' and Marine Corps female recruits’ have shown promise for reducing health damaging
behaviors and negative health outcomes and their sequelae in this young pogulation. Building on our groups’
research and the basic research by others, which identify correlates of STIs, 2 unplanned pregnanciess. alcohol use,
911.28 2nd sexual violence'* 2 in military personnel, we plan to develop and evaluate interventions that will target
these key factors. Importantly, the proposed interventions will capitalize on military-specific factors that are both
health promoting and health damaging. We will target recruits for a number of important reasons: (1) the high rates
of STIs among military recruits; (2) many recruits enter military service with a history of alcohol and other substance
use; and (3) many women and some men come to the military with a history of exposure to sexual violence.
Furthermore, since previous research suggests that gender-specific interventions are key to successful STI and HIV
prevention,”‘ 3 we will also examine whether an intervention that gender-integrated versus interventions that are
gender-separate are more effective in preventing STIs, UIPs, misuse of alcohol and other substances, and sexual
violence. The manner in which the Army (co-ed) and the Marine Corps (gender separate) train their recruits and
young enlisted personnel provides a unique opportunity to assess this important health education question.

The proposed intervention will build on our previous work and will be guided by the Information, Motivation, and
Behavioral Skills (IMB) model.*! The IMB posits that information, motivation, and behavioral skills are the primary
determinants of AIDS-preventive behavior. Specifically, the model asserts that information regarding the
transmission and prevention of AIDS is a necessary prerequisite of risk-reduction behavior. Motivation to change
risk behaviors is a determinant of prevention and affects whether one acts on one’s knowledge regarding the
transmission and prevention of AIDS. The IMB also asserts that motivation to engage in preventive behaviors isa
function of one’s attitudes toward the behavior and of perceived norms regarding preventive behaviors. Other
critical factors hypothesized to influence motivation to engage in AIDS-preventive behaviors are perceived
vulnerability to AIDS and intention to engage in preventive behaviors regarding AIDS. Behavioral skills for
engaging in specific preventive behaviors are a third determinant of AIDS-preventive behaviors and affect whether
even a knowledgeable, highly motivated person will be able to change his or her behavior to prevent negative health
outcomes. Requisite skills to engage in preventive behaviors include the ability to effectively communicate with
one’s sexual partner about safer sex, to refuse to engage in unsafe sexual practices, and to properly use condoms. In
addition to possessing these skills, individuals who practice preventive skills are presumed to have a strong self-
belief (self-efficacy) in their ability to practice these preventive behavioral skills. We will extend this model to assess
STIs, UIPs, alcohol and substance use, and sexual violence.

2. Objectives

A. Hypothesis(es) to be tested

We are seeking IRB approval only for the elicitation phase (focus group) of the study. This phase is not designed for
hypothesis testing. Rather the focus groups will allow for examination of specific themes and/or categories of
information that will be used in the development of the interventions.

B. Other objective(s)

There are no other objectives for this phase of the study.
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VL. EXPERIMENTAL METHODS
1. Experimental Procedures and Rationale

A. Subjects

Potential participants will include male and female Marine Corps recruits, Army AT trainees, and other (junior
enlisted) active duty military personnel who can provide information about the risks and/or prevention of STIs, UIPs,
alcohol and other substance misuse, and sexual violence within the military context. Participation will be voluntary.
All potential participants will be fluent in English and able to provide written, informed consent. Our previous
research and that of others show that adolescents are at increased risk for many of the health damaging behaviors and
negative health outcomes that are the focus of this research.”2 Therefore, it is important to include adolescents in
this research.

B. Methods and Informed Consent Plan

Recruits/AIT trainees: We will seek volunteers to participate in focus group discussions. For recruits and AIT
trainees, we will ask for volunteers only within each training platoon or AIT class during a time in which they are
already convened for training purposes. A script of points to be emphasized will be provided to drill instructors for
recruits and class instructors for AIT trainees to introduce a member of our research team who will provide an
overview of the study and to request volunteers to participate in the elicitation phase of the study (see Attachment 1
for the instructors’ introductory script). Therefore, all recruits/trainees within the Command-identified platoons/class
that are eligible for participation will have an opportunity to learn about the study. As with our previous research, '
drill instructors or any other military personnel will not be present during study recruitment in order to avoid feelings
of coercion or undue pressure. Recruitment and focus group participation will take place during regularly scheduled
periods of training (see Attachment 2 for the recruitment script).

Non-training junior enlisted personnel: Junior enlisted personnel who are not in training will be invited to attend
a brief to learn about the study through a flyer that will be provided to all Command-identified Unit Commanders
(see Attachment 3 for a copy of the recruitment flyer). As with our previous research, no military personnel other
than potential participants will be present during study recruitment in order to avoid feelings of coercion or undue
pressure. Recruitment and focus group participation will take place during work hours at or near their places of work.

Consenting Process: Drs. Boyer and Shafer will provide a Brief (overview) of the overall goals and purpose of the
study as well as the goals and purpose of the elicitation phase of the study. For recruits and AIT trainees, the Brief
will be provided within each of the training platoons/class without drill instructors or other active duty personnel
present. After the Brief, recruits and AIT trainees will be invited to participate in a two-hour focus group discussion
that will take place at a later predetermined time. Based on our previous experience, we anticipate that most of the
recruits and AIT trainees will want to participate, therefore, we will randomly select up to 7 individuals from each of
the platoons/class who indicate their willingness to volunteer to participate in the focus groups (each recruit/AIT
trainee will be given a number when they enter the Brief; 7 numbers will be chosen based on a random assignment
table). These individuals will be asked to remain in the room after the Brief is over. At this point, these individuals
will be given a copy of the Experimental Subjects Bill of Rights Statement and will be given an opportunity to read
the informed consent statement, ask questions, and sign the consent statement (see Attachment 4 for a copy of this
statement which is required by the University of California, San Francisco’s Committee on Human Research to be
given to all subjects participating in research).

For active duty (non-training) military personnel, flyers inviting them to come hear a Brief about the study will be
posted in and around the Command-identified units. Briefs will be provided only to those individuals who choose to
attend the Briefs. After the Briefs are completed, up to 7 individuals from each unit will be invited to participate in
the focus groups as described above (see Attachment 5 for a copy of the consent forms which have been approved by

Version Date: 09 July 2004 4




the University of California, San Francisco’s Committee on Human Research; also see Attachment 6 for the this
committee’s letter of approval for conducting the elicitation phase of this study).

2. Sample Size Determination With Statistical Power Calculation

Since the elicitation phase of the study is not powered to test specific hypotheses, sample size calculations were not
used to determine the number of participants. Overall there will be 24 focus groups, half will occur among Army
participants and half will be among Marine Corps participants as described above. Each focus group discussion will
consist of 5-7 participants each, which has been identified as an ideal number for such group discussion.” The
number of groups was chosen in order to obtain a representative sample of the target group.

3. Justification for Exclusion of Specific Groups

Potential participants will include male and female Marine Corps recruits, Army AIT trainees, and other (junior
enlisted) active duty military personnel who can provide information about the risks and/or prevention of STIs, UIPs,
alcohol and other substance misuse, and sexual violence within the military context. Participation will be voluntary.
All potential participants will be fluent in English and able to provide written, informed consent. Our previous
research and that of others show that adolescents are at increased risk for many of the health damaging behaviors and
negative health outcomes that are the focus of this research.? Therefore, it is important to include adolescents in
this research. Since pregnant women are excluded from recruit training/AIT, none of the female volunteers will be

pregnant. Active duty women who are pregnant will not be excluded from participation in the study.
4. Required Equipment and Supplies

The only equipment used for this phase of the study will be an audio tape recorder and the focus group questions that
will be used by the focus group facilitators (see Attachment 7 for a copy of the focus group questions). Tape
recorders will be furnished by the University of California, San Francisco.

VII. ORGANIZATION OF RESEARCH EFFORT

1. Duties and Responsibilities

Cherrie B. Boyer, PhD, Principal Investigator, will be responsible for aspects of the study. She will assist in
recruiting and consenting of study participants and will co-facilitate the focus groups with Dr. Shafer. She will have
overall responsibility for the analyses and interpretation of the focus group data.

Mary-Ann Shafer, MD., Co-Principal Investigator will assist Dr. Boyer in recruiting and consenting of study
participants and will co-facilitate the focus groups with Dr. Boyer. She, with Dr. Boyer, will assist in the
interpretation of the focus group data.

Julius Schachter, PhD, Co-Investigator, will participate in discussions on the development of the larger intervention
study once all focus group data are analyzed and summarized.

CPT Lolita Burrell, PhD, Co-investigator, assisted in the development of the focus group questions and will
participate in discussions on the interpretation of focus group data.

LTC Caron Wilbur, NA, Co-investigator, will participate in discussions on the interpretation of focus group data.
Allison Friedman, MS will serve primarily as an administrative research assistant to Drs. Boyer and Shafer to help
facilitate the recruitment, consenting and focus group discussions. In addition, she will take primary responsibility
for running the Nud*ist qualitative data software to summarize and synthesize the focus group data. She will be

under the direct supervision of Drs. Boyer and Shafer.

CMDR (ret) Richard A. Shaffer, Ph.D., Project Consultant will assist all project investigators in the interpretation of
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focus group results particularly the relevance to Marine Corp recruits and junior enlisted personnel. He will also
consult with the project investigators on the development of the proposed interventions and self-administered
questionnaires.

2. Chain of Command
All Co-Investigators and key personnel will report directly to Dr. Boyer.

VIIL. RISKS AND DISCOMFORTS TO RESEARCH VOLUNTEERS

1. Risk to the Volunteer and Means of Mitigation

Risks: The risk of participating in focus group discussions are expected to be minimal. Since some of the questions
will focus on risks and prevention of STDs, UIPs, alcohol and other substance misuse, and sexual violence some of
the questions may be embarrassing for some of the participants, every effort will be made to minimize this possible
discomfort.

Safeguards for Protecting Subjects: We will minimize potential risks for participants by first informing them that
they are free to not respond to any questions that make them feel uncomfortable. Also, we will inform the
participants that information discussed in the focus groups must be held in the strictest of confidence, that is, they
must not share any information with anyone outside the group. It is important to note that the general purpose of the
elicitation phase is to gather information that will assist in the development of pre- and post-intervention
questionnaires as well as the actual interventions to reduce health damaging behaviors targeted in this research: STIs,
UIPs, alcohol and other substance misuse, and sexual violence. As such, participants are encouraged to describe their
general perceptions of issues related to these factors and do not necessarily have to disclose information of their
specific behaviors. Additionally, military personnel who are not participating in the research will not be present
during the focus group discussions. Participants will also be instructed to not name other individuals during the focus
group instructions. To address the concern about participants revealing their sexual orientation, specific instructions
will also be given to participants to not disclose information about their sexual activity or sexual orientation, since
the military has strict policies on not disclosing such information. In our 14 years of working with military personnel
around these sensitive issues, we have gained the trust of our participants and have not had a single adverse event.
We have gained the reputation of civilians with interests and expertise in developing health-related programs that is
created specifically for the military with input from the military.

2. Special Risks to Pregnant Women

Since pregnant women are excluded from recruit training/AIT, none of the female recruits/AIT trainees volunteering
to participate in this phase of the study will be pregnant. Active duty women who are pregnant will not be excluded
from participation in the focus groups. There are no special risks to pregnant women participating in focus group
discussions.

3. Safety Precautions and Emergency Procedures

N/A., |

4. Assessment of Sufficiency of Plans to Deal With Untoward Events or Injuries
"N/A.

5. Qualification of Medical Monitor and Medical Support Personnel

N/A - Participation in this study is minimal risk.

Version Date: 09 July 2004 6




IX. DESCRIPTION OF THE SYSTEM FOR MAINTENANCE OF RECORD

1. Experimental Data

For the elicitation phase of the study, there is some risk of the participants’ loss of privacy. The participants’ names
and ranks will be known, but no other identifying information will be obtained. This information will be obtained on
the consent and the listed rank of the active duty participants will be used only for assigning individuals to a
particular focus group. As stated earlier, these groups will be conducted among individuals within the same ranks. It
is important to note that the participants’ names will not be used in the focus group discussions or any of the
transcribed materials. Data will be reported in the aggregate. If a direct quote is used in the description of the data,
only the individual’s gender and military rank will be identified as the author of the quote. The focus group will
involve semi-structured group interviews. See Attachment 7 for copies of focus group questions for Marine Corps
recruits (male, female) and other active duty military personnel (male, female, and co-ed). Responses to the
questions will be audio taped. Audio tapes will be destroyed after they are transcribed. Transcriptions of the focus
group discussions will not contain any identifying information. Only study investigators and key personnel will have
access to the data (paper and electronic) resulting from the focus group discussions. All data will be kept in locked
files or on research computers that are password protected. Both the files and electronic data will be stored in the
office of Dr. Boyer at the University of California, San Francisco.

Focus group data will be analyzed using simple content analyses as described by Krueger.u All focus groups will be
audio taped. Tapes will be transcribed. Transcripts will be analyzed using Nud*ist version N6 software. Drs. Boyer,
Shafer, and Shaffer, LTC Wilbur and CPT Burrell along with Ms. Friedman will review the transcripts that will be
organized by question across groups (both within and across military branches) to compare and contrast all findings.
Attention will be placed on identifying themes or patterns across the groups as well as themes that relate to
respondents with similar demographic characteristics (e.g., gender, rank-recruit AIT trainee, non-training junior
enlisted personnel). After this is completed, we will further summarize and synthesize the transcribed data vsing the
Nud*ist software. These data will then be used to assist in the interventions development phase, as well as in the
development of pre- and post-intervention questionnaires.

9. Research Protocol, Consent Forms, and Related Documents for Protection of Human Research
Volunteers

The principal investigator will keep the research protocols and consent forms in a locked files at 3333
California Street, Suite 245, Division of Adolescent Medicine, University of California, San Francisco.
Electronic data will be kept in password-protected files on password-protected computers. Access to these
files will be restricted to investigators and key personnel who have si gned the Investigator Assurance
Agreement.

3. Individual Medical Records

This research does not involve the use of medical records.

X. APPENDICES (see following page)
XI. ATTACHMENTS (included at the end of the protocol)

Attachment 1. Instructors' Introductory Script
Attachment 2. Recruitment Script
Attachment 3. Recruitment Flyer

Attachment 4. University of California, San Francisco’s Experimental Subject’s Bill of Rights Statement

Attachment 5. Consent Forms
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Attachment 6. UCSF, Committee on Human Research, Letter of Approval
Attachment 7. Focus Group Questionnaires
Attachment 8. Investigators’ IRB Training Certificates

Attachment 9. Commanding Officers’ Letters of Support
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PRIVACY ACT STATEMENT

1. Authority. 5 U.S.C. 301

2. Purpose. Medical research information will be collected in an experimental research project NHRC.2004.0023
titled Preventing Health Damaging Behaviors in Army and Marine Corps Recruits to enhance basic medical
knowledge, or to develop tests, procedures, and equipment to improve the diagnosis, treatment, or prevention of
illness, injury, or performance impairment.

3. Rautine Uses. Medical research information will be used for analysis and reports by the Departments of the
Navy and Defense, and other U.S. Government agencies. Use of the information may be granted to non-Government
agencies or individuals by the Navy Surgeon General following the provisions of the Freedom of Information Act or
as may be indicated in the accompanying Informed Consent Form.

4. Disclosure. Provision of information is voluntary. There are no penalties for not providing the requested
information but failure to provide the requested information may result in failure to be accepted as a research
volunteer in an experiment, or in removal from the program.

Attached: Consent statement for this experiment, signed by the research volunteer.
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Boyer, Preventing Health Damaging Behaviors, Protocol NHRC.2004.00XX

A. INVESTIGATOR ASSURANCE AGREEMENTS(s)

INVESTIGATOR ASSURANCE AGREEMENT

1, the Department Head, Principal Investigator or Co-Investigator, cited as responsible for performing and
monitoring the research under the protocol titled Preventing Health Damaging Behaviors in Army and Marine Corps
Recruits have read and understand the provisions of Title 32 Code of Federal Regulations Part 219 (Protection of
Human Subjects), Department of Defense (DoD) Directive 3216.2 (Protection of Human Subjects in DoD-Supported
Research), SECNAYV Instruction 3900.39C (Protection of Human Subjects), BUMED Instruction 3900.6B
(Protection of Human Subjects), and NAVHLTHRSCHCEN Instruction 3900.2B (Committee for the Protection of
Human Subjects), Title 21 Code of Federal Regulations Part 50 if applicable (clinical investigations regulated by the
FDA) and all relevant local instructions. I will abide by all applicable laws and regulations, and I agree that in all
cases, the most restrictive regulation related to a given aspect of research involving protection of research volunteers
will be followed. In the event that I have a question regarding my obligations during the conduct of this Navy-
sponsored project, I have ready access to each of these regulations, as either my personal copy or available on file
from the Chairperson of the Institutional Review Board. I understand that my immediate resource for clarification of
any issues related to the protection of research volunteers is the Chairperson of the Institutional Review Board.

Signatures a Wellewing pages for other signatures): (DD/MM/YY)
Y/ /055

Richard Shaffer, PhD / /

Clinical Epidemiology

A (rsp, P A0.504

Cherrie B. Boyer, PhD

Principal Investigator

— ]
Mary-Ann Shafer, M.D.
Co-Investigator

—
Julius Schachter, PhD
Co-Investigator

_
Lolita Burrell, PhD
Co-Investigator

S S -
Kelli Betsinger,
Research Assistant

— ]
Susan Pierce
Project Assistant
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A. INVESTIGATOR ASSURANCE AGREEMENTS(s)
INVESTIGATOR ASSURANCE AGREEMENT

I, the Department Head, Principal Investigator or Co-Investigator, cited as responsible for performing and
monitoring the research under the protocol titled Preventing Health Damaging Behaviors in Army and Marine Corps
Recruits have read and understand the provisions of Title 32 Code of Federal Regulations Part 219 (Protection of
Human Subjects), Department of Defense (DoD) Directive 3216.2 (Protection of Human Subjects in DoD-Supported
Research), SECNAV Instruction 3900.39C (Protection of Human Subjects), BUMED Instruction 3900.6B
(Protection of Human Subjects), and NAVHLTHRSCHCEN Instruction 3900.2B (Committee for the Protection of
Human Subjects), Title 21 Code of Federal Regulations Part 50 if applicable (clinical investigations regulated by the
FDA) and all relevant local instructions. I will abide by all applicable laws and regulations, and I agree that in all
cases, the most restrictive regulation related to a given aspect of research involving protection of research volunteers
will be followed. In the event that I have a question regarding my obligations during the conduct of this Navy-
sponsored project, I have ready access to each of these regulations, as either my personal copy or available on file
from the Chairperson of the Institutional Review Board. I understand that my immediate resource for clarification of
any issues related to the protection of research volunteers is the Chairperson of the Institutional Review Board.

Signatures and dates (Please see following pages for other signatures): (DD/MM/YY)

Yooy @f"//ﬁ\, 2 459

Cherrie B. Boyer, PhD
Principal Investigator

S A

Mary-Ann Shafer, M.D.
Co-Investigator

]
Julius Schachter, PhD
Co-Investigator

A
CPT Lolita Burrell, PhD
Co-Investigator

S A
LTC Caron Wilbur, NA
Co-Investigator

-t
Allison Friedman, M.S.
Research Assistant
Richard A. Shaffer, Ph.D.
Project Consultant
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INVESTIGATOR ASSURANCE AGREEMENT

I, the Department Head, Principal Investigator or Co-Investigator, cited as responsible for performing and
monitoring the research under the protocol titled § 81, have read and understand the provisions of Title
32 Code of Federal Regulations Part 219 (Protection of Human Subjects), Department of Defense (DoD) Directive
3216.2 (Protection of Human Subjects in DoD-Supported Research), SECNAV Instruction 3900.39C (Protection of
Human Subjects), BUMED Instruction 3900.6B (Protection of Human Subjects), and NAVHLTHRSCHCEN
Instruction 3900.2B (Committee for the Protection of Human Subjects), Title 21 Code of Federal Regulations Part
50 if applicable (clinical investigations regulated by the FDA) and all relevant local instructions. I will abide by all
applicable laws and regulations, and I agree that in all cases, the mast restrictive regulation related to a given aspect
of research involving protection of research volunteers will be followed. In the event that I have a question regarding
my obligations during the conduct of this Navy-sponsored project, I have ready access to each of these regulations,
as either my personal copy or available on file from the Chairperson of the Institutional Review Board. I understand
that my immediate resource for clarification of any issues related to the protection of research volunteers is the
Chairperson of the Institutional Review Board.

Signatures and dates: (DD/MM/YY)

Cherrie B. Boyer, PhD
Principal Investigator

e fi\— 0S4

Mary-Ann Shafer, MD
Co-Investigator
S S
Julius Schachter, PhD
Co-Investigator
Y A
Lolita Burrell, PhD
Co-Investigator
A
Y A




fPI Last Name], [Ahbrev.iatcd Protocilt Title), Protocol #{##HH]

B. INVESTIGATOR ASSURANCE AGREEMENTS(s)

[Comment: Tn addition to those listed below, obtain signatures from any key support personnel interacting directly
with subiects (.5, recruitment, data collection, monitoring subiects, etc.). If an investigator is-added: to the study
after the initial IRB approval, this.addition must be noted in the Changes to the Protocol section, and an Investigator
Assurance Agreement with-the new investigator's signature must be submitted to the IRB. Note that.any individual
who will be an author on publications or presentations is presumed to b an investigator and must sign an assurance
agreement.]

INVESTIGATOR ASSURANCE AGREEMENT

1, the Nepartment Head, Principal Investigator or Co-Investigator, cited as responsible for performing und
monitoring the research under the protocol titled [Protocol Title], have read and understand the provisions of Title
32 Code of Federal Regulations Part 219 (Protection of Human Subjects), Department of Defense (DoD) Directive
3216.2 (Protection of Human Subjects in DuD-Supported Research), SECNAV Instruction 3900.39C (Protection of
fluman Subjects), BUMED Instruction 3900.6B (Protection of Humun Subjects), and NAVHLTHRSCHCEN
Instruction 3900.2B (Committce for the Protection of Human Subjects), Title 21 Code of Federal Regulations Part
50 if applicable (cliniva) investigations regulated by the FDA) and all relevant local instructions. 1 will abide by all
applicablc laws and regulations, and I agree that in all cases, the most restrictive rcgulation related tw a given aspect
of research involving protection of research volunteers will be followed. In the event that I have a question regarding
my obligations during the conduct of this Navy-sponsored project, I have rcady access to each of these regulations,
as either my personal copy or available on file from the Chairperson of the Institutional Review Board. I understand
that my immediatc resource for clarification of any issues related to the protection of rescarch volunteers is the
Chairperson of the Institutional Review Board.

Signatures and daics: (DD/MM/YY)
-
{Program Manager Name]

JHead, Division Name]

S " —

[PL First Namo + Initials) [P Last Name], [P1 Name Degrees)
Principal Investigator

)

[Co-11 Full Numel
Co-Investigatgr

s/ oM

—_—
[Co-13 Full Namc]
Co-Investigator
U A A
[Co-14 Full Namc)
Co-Investigator
I/

[Co-15 Full Namc|
Co-Investigator
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A. INVESTIGATOR ASSURANCE AGREEMENTS(s)
INVESTIGATOR ASSURANCE AGREEMENT

L, the Department Head, Principal Investigator ot Co-Investigator, cited as responsible for performing and
monitoring the research under the protocol titled Preventing Health Damaging Behaviors in Army and Marine
Corps Recruits have read and understand the provisions of Title 32 Code of Federal Regulations Part 219
(Protection of Human Subjects), Department of Defense (DaD) Directive 3216.2 (Protection of Human Subjects in
DoD-Supported Research), SECNAV Instruction 3900.39C (Protection of Human Subjects), BUMED Instruction
3900.6B (Protection of Human Subjects), and NAVHLTHRSCHCEN Instruction 3900.2B (Committee for the
Protection of Human Subjects), Title 21 Code of Federal Regulations Part 50 if applicable (clinical investigations
regulated by the FDA) and all relevant local instructions. I will abide by all applicable laws and regulations, apd I
agree that in all cases, the most restrictive regulation related to a given aspect of research involving protection of
research volunteers will be followed. In the event that I have a question regarding my obligations during the
conduct d‘thisNavy—sponsoredproject,Ihavereadyaooesstoeach of these regulations, as either my personal copy
or available on file from the Chairperson of the Institutional Review Board. T understand that my immediate
resource for clarification of any issues related to the protection of research volunteers is the Chairperson of the
Institutional Review Board.

Signatures and dates: (ODD/MM/YY)

Richard Shaffer, PhD
Clinical Epidemiology

Cherrie B. Boyer, PhD
Principal Investigator

Mary-Ann Shafer, M.D.
Co-Investigator

Julius Schachter, PhD
Co-Investigator
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Lolith Burrell, PhD
Co-Investigator
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A. INVESTIGATOR ASSURANCE AGREEMENTS(s)
INVESTIGATOR ASSURANCE AGREEMENT .

I, tie Deparment Head, Principal Investigator or Co-Investigator, cited as responsible for performing md
monitoeing the research under the protocol titled Preventing Health Damaging Behaviors in Army and Marine Corps
Recruits have read and understand the provisions of Title 32 Code of Federal Regulations Part 219 (Protection of
Human Subjects), Department of Dofense (DoD) Directive 3216.2 (Protection of Human Subjects in DoD-Suppotted
Research), SECNAV Instruction 3900.39C (Protection of Human Subjects), BUMED Instruction 3900.6B
jon of Human Subjects), and NAVHLTHRSCHCEN Instruction 3900.2B (Committee for the Protection of
Human Subjects), Title 21 Code of Federal Regulations Part 50 if applicable (clinical investigations regulated by the
FDA) and all relevant local instructions. I will abide by all applicable laws and regulations, and [ agree that in all
cases, the most restrictive regulation related to a given aspect of research involving protection of research volunteers
will be followed. In the event that I have a question regarding my obligations during the conduct of this Navy- )
sponsored project, I have ready access to each of these regulations, as either my personal copy or available file :
from the Chairperson of the Instiutional Review Board. I understand that my immediate resource for clarification of
any issues related to the protection of research volunteers is the Chairperson of the Institutional Review Board.

Signatures and dates (Please see following pages for other signatures): (DD/MM/YY)

Cherrie B. Boyer, PhD
Principal Investigator

Mary-Ann Shafer, M.D.
Co-Investigator

Sulius Schachter, PhD
Co-Investigator

CPT Lolita Burrell, PhD
Co-Investigator .

Sl /9.3t

Co-Investigator

Allison Friedman, M.S.
Rescarch Assistant

NS —

Richard A. Shaffer, Ph.D.
Project Consultant
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A. INVESTIGATOR ASSURANCE AGREEMENTS(s)
INVESTIGATOR ASSURANCE AGREEMENT

I, the Department Head, Principal Investigator or Co-Investigator, cited as responsible for performing and
monitoring the research under the protocol titled Preventing Health Damaging Behaviors in Army and Marine
Corps Recruits have read and understand the provisions of Title 32 Code of Federal Regulations Part 219
(Protection of Human Subjects), Department of Defense (DoD) Directive 3216.2 (Protection of Human Subjects in
DoD-Supported Research), SECNAYV Instruction 3900.39C (Protection of Human Subjects), BUMED Instruction
3900.6B (Protection of Human Subjects), and NAVHLTHRSCHCEN Instruction 3900.2B (Committee for the
Protection of Human Subjects), Title 21 Code of Federal Regulations Part 50 if applicable (clinical investigations
regulated by the FDA) and all relevant local instructions. I will abide by all applicable laws and regulations, and I
agree that in all cases, the most restrictive regulation related to a given aspect of research involving protection of
research volunteers will be followed. In the event that I have a question regarding my obligations during the
conduct of this Navy-sponsored project, I have ready access to each of these regulations, as either my personal copy
or available on file from the Chairperson of the Institutional Review Board. I understand that my immediate
resource for clarification of any issues related to the protection of research volunteers is the Chairperson of the
Institutional Review Board.

Signatures and dates: (DD/MM/YY)
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Richard Shaffer, PhD
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S
Cherrie B. Boyer, PhD
Principal Investigator
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Co-Investigator
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A. INVESTIGATOR ASSURANCE AGREEMENTS(s)
INVESTIGATOR ASSURANCE AGREEMENT

1, the Department Head, Principal Investigator or Co-Investigator, cited as responsible for performing and
monitoring the research under the protocol titled Preventing Health Damaging Behaviors in Army and Marine Corps
Recruits have read and understand the provisions of Title 32 Code of Federal Regulations Part 219 (Protection of
Human Subjects), Department of Defense (DoD) Directive 3216.2 (Protection of Human Subjects in DoD-Supported
Research), SECNAV Instruction 3900.39C (Protection of Human Subjects), BUMED Instruction 3900.6B
(Protection of Human Subjects), and NAVHLTHRSCHCEN Instruction 3900.2B (Committee for the Protection of
Human Subjects), Title 21 Code of Federal Regulations Part 50 if applicable (clinical investigations regulated by the
FDA) and all relevant local instructions. I will abide by all applicable laws and regulations, and I agree that in all
cases, the most restrictive regulation related to a given aspect of research involving protection of research volunteers
will be followed. In the event that I have a question regarding my obligations during the conduct of this Navy-
sponsored project, I have ready access to each of these regulations, as either my personal copy or available on file
from the Chairperson of the Institutional Review Board. I understand that my immediate resource for clarification of
any issues related to the protection of research volunteers is the Chairperson of the Institutional Review Board.

Signatures and dates (Please see following pages for other signatures): (DD/MM/YY)

Cherrie B. Boyer, PhD
"Principal Investigator

S A -
Mary-Ann Shafer, M.D.
Co-Investigator

A
Julius Schachter, PhD
Co-Investigator

1
CPT Lolita Burrell, PhD
Co-Investigator

/1

LTC Caron Wilhur, NA
Co-Inves

Allison Friedman, M.S.
Research Assistant

Richard A. Shaffer, Ph.D.
Project Consultant
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B. REVIEW FOR PROTECTION OF HUMAN RESEARCH VOLUNTEERS

1.
2.
3.

Recommendation(s) of the Institutional Review Board (IRB)
Minutes of the Meeting of the IRB
Recommendation of the Convening Authority
Action of the Approving Authority
Other Documentation (as required)
a. Unlabeled use of approved drugs or licensed biologics: N/A

Provide documentation from the Food and Drug Administration (FDA) authorizing exemption from the
requirement for Investigational New Drug Application (IND): N/A

b. Experimental drugs, biologics or devices: N/A

i. Documentation of approved IND or Investigational Device Exemption (IDE) from the
FDA

ii. Approval of the Naval Investigational Drug Review Board (NIDRB)
c. Documentation of review and action taken by all collaborating institution(s)

i. Acceptable results of review are: approval, exemption from review, joint review, or other
formal review agreement

See Attachment 6 for a copy the University of California, San Francisco, Committee on Human
Research’s approval of the elicitation phase of the study.

We are seeking simultaneous approval from the Brooke Army Medical Center IRB (the oversight
committee for the 32 Medical Brigade) and secondary approval from the Human Subjects Research
Review Board at the Fort Detrick (our funding institution).

ii. Certification by the principal investigator that protocol submitted for review is the same
final copy approved or under simultaneous review by collaborating institution(s):

The materials submitted to IRBs at Brooke Army Medical Center is the same as those submitted in this
application. Modifications made in the preparation of this application will be submitted to the
University of California, San Francisco, Committee on Human Research and the Human Subjects
Research Board at Fort Detrick will be submitted after final approval of this application. Letters of
approval will be submitted to the Naval Health Research Center’s IRB committee once they are
received.

d. Host Government Approval if Research Is Performed in a Foreign Country: N/A
e. Legal Issues: N/A
i. Sufﬁciency of third party permission
1. Citation of statutory authority
2. IRB determination regarding requirement for assent

ji. Citation of statutory authority for compensation of volunteers
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iii. Other
f.  OPNAV Form 5214-10 (if required for questionnaire survey include CNO approval document)
Copies of the Focus Group Questionnaires are listed in Attachment 7.
g. Request for waiver of requirement(s) for protection of human research volunteers: N/A

h. Documentation of exemption from compliance with regulations for the protection of human
research volunteers (State authority and criteria for exemption): N/A

i. Other
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C. POSTAPPROVAL DOCUMENTATION: N/A
1. Change of investigator(s), medical monitor, or collaborating institution(s) (addition or deletion)
2. Significant modification(s) to the protocol
3. IRB continuing review (annually)
a. Reviewed by BUMED activity
b. Review by collaborating institution(s)
¢. Modification of IRB recommendations

4. Documentation of all official action since initial submission and review
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D. SPECIAL REPORTS: N/A

1. Unanticipated complications or problems

[N

Reports of noncompliance with requirements for protection of human research volunteers
3. Adverse IRB action

a. Recommendation for suspension

b. Recommendation for termination

4. Resulting action by convening and approving authorities
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F. NONTECHNICAL SYNOPSIS

The overall purpose of the proposed research is to: (1) prevent sexually transmitted infections (STIs),
unintended pregnancies (UIPs), alcohol and other substance misuse, and exposure to or involvement with
sexual violence in military personnel; (2) reduce military personnel’s risk for STIs, UIPs, alcohol and
other substance misuse, and exposure to or involvement with sexual violence and; (3) determine the best
strategy for educating military personnel about sensitive health matters such as STIs, UIPs, alcohol and
other substance misuse, and exposure to or involvement with sexual violence.

The goal of the elicitation phase of this study is to conduct focus groups to develop: (1) separate gender-
and branch-specific interventions to reduce health damaging behaviors associated with STIs, UIPs,
alcohol and other substance misuse, and sexual violence; and (2) pre- and post-intervention, self-
administered, questionnaires to assess knowledge, attitudes, and beliefs, and behaviors of the target

groups.

Approximately 168 persons (84 from Fort Sam Houston, 32™ Medical Brigade and 84 from the Marine
Corps Recruiting Depot, SC) will participate in focus group discussions. A total of 24 co-ed and gender-
segregated focus groups will be conducted with AIT students and junior enlisted personnel, 12 of which
will come from Fort Sam Houston. We will determine which platoon/class will participate in same-
gender discussions and which platoons will participate in co-ed discussions using a random assighment
table of odd and even numbers. For example, all platoons/class will be listed in a random order and
assigned an odd or even number a priori. All even-numbered platoons/class will be assigned to co-ed
discussions and all odd-numbered platoons will be assigned to separate same-gendered discussions.
Specifically, for Army AIT trainees, we will conduct two co-ed focus groups, two focus groups with
males, and two focus groups with females (for a total of six focus groups among Army AIT trainees). For
junior enlisted Army personnel there will be two male and two female group and two co-ed groups (for a
total of six junior enlisted groups).
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INSTRUCTORS’ INTRODUCTORY SCRIPT

(for Marine Corps Recruits and AIT Trainees)
Today, we have researchers from the University of California, San Francisco who will give you
information on a new program they are developing specifically for the military. They are looking
for volunteers to discuss some of the issues they will address in the program. They are here to

tell you more about the program. Please give them your undivided attention.
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RECRUITMENT SCRIPT

Good Morning (Afternoon). I am Dr. Boyer and this is my colleague(s) (state name(s) of
colleague(s)). We are researchers from the University of California, San Francisco and we have
been funded by the Department of Defense to address issues that concern of young
Marines/soldiers including the risk of sexually transmitted diseases such as chlamydia and
gonorrhea, unintended pregnancies (that is pregnancies that were not planned), alcohol use and
abuse, and sexual harassment as well as sexual violence. We have been working on these very
important health issues for over 20 years (for Dr. Shafer for nearly 30 years). However, over the
last 14 years we have worked with young military recruits and junior enlisted military personnel
to help prevent these health problems. Our main interest is prevention. We have developed
videos and educational programs that were developed with the help of young men and women
Marines and soldiers such as you. These materials have been well received because we
developed them with the help and insight of those we hope that will benefit from the information

provided in the programs.

The reason we are here today is to ask for volunteers to spend about two hours with us to help us
better understand heath issues such as STDs, alcohol use, and sexual harassment and sexual
violence and other health concerns that young Marines/soldiers may have. This two-hour group
discussion will take place (indicate time/location) during your regularly scheduled class period
(for recruits/AIT trainees)/during the work-day (for other junior enlisted personnel). I want to

emphasize that you are not obligated to participate, we are looking for volunteers. If you choose




not to participate, it will not have any impact (positive or negative) on your training (career for
non-training personnel).

In the group discussion we will not use your names or any other information that may identify
you. We will not ask about your personal behaviors. We are particularly interested in your views
and opinions. There are no right or wrong answers, but rather differing points of view. By
participating in this discussion you will have an opportunity to help shape the development of
programs that may help young Marines/soldiers that will come behind you.

Sensitive topics will be discussed and may make some people feel uncomfortable. As stated
earlier, it is important that you do not mention names of any of other person during the focus
group discussion. It is also important that you do not reveal any personal information, as there is
no guarantee that what you say will not be repeated outside this room by other participants.
Revealing confidential information could lead to embarrassment and possible disciplinary
actions under the Uniform Code of Military Justice.

If you are interested, please give us one of the placards that contain the number given to you
when you entered the room. We will randomly select up to seven individuals to participate in

. . . . *ok
each discussion. Pizza and beverages will be served.

“Note: Pizza, soda, juice and water will be provided for all other participants. For Recruits, juice

and water (and pizza) will be provided to recruits only if it is allowed by the Drill Instructors.




Attachment 3_;

Recruitment Flyer




SEXUALLY TRANSMITTED DISEASES
SEXUAL HARASSMENT
ALCOHOL

THESE ARE ISSUES THAT CONFRONT
YOUNG ADULTS

You have an opportunity to discuss your point of view on
these issues and help to develop a program that will address
concerns of young Marines.

Researchers from the University of California, San
Francisco will be giving a brief on a program they will
develop to address these important issues in the military.

THEY ARE LOOKING FOR VOLUNTEERS TO PARTICIPATE
IN A TWO-HOUR GROUP DISCUSSION THAT WILL TAKE
PLACE DURING WORK-HOURS
(PIZZA AND SODA WILL BE SERVED)

You have an opportunity to give your opinions and point of
view that will help in the development of this health
program.

If you are interested, come to a 15-minute brief (add time and
location here) to learn more about the program and more
about the group discussion.
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UNIVERSITY OF CALIFORNIA, SAN FRANCISCO
EXPERIMENTAL SUBJECT'S

BILL OF RIGHTS

- The rights below are the rights of every person who is asked to be in a research
study. As an experimental subject I have the following rights:

1) To be told what the study is trying to find out,

2) To be told what will happen to me and whether any of the
procedures, drugs, or devices is different from what would be
used in standard practice,

3) To be told about the frequent and/or important risks, side
effects, or discomforts of the things that will happen to me for
research purposes,

4) To be told if I can expect any benefit from participating, and, if
so, what the benefit might be, :

5) To be told of the other choices I have and how they may be
better or worse than being in the study,

6) To be allowed to ask any questions concerning the study both
before agreeing to be involved and during the course of the
study,

7) To be told what sort of medical treatment is available if any
complications arise,

8) To refuse to participate at all or to change my mind about
participation after the study is started. This decision will not
affect my right to receive the care I would receive if I were not
in the study,

9) To receive a copy of the signed and dated consent form,

10) To be free of pressure when considering whether I wish to agree
to be in the study.

If I have other questions I should ask the researcher or the research assistant. In
addition, I may contact the Committee on Human Research, which is concerned with
protection of volunteers in research projects. I may reach the committee office by
calling: (415) 476-1814 from 8:00 AM to 5:00 PM, Monday to Friday, or by writing
to the Committee on Human Research, Box 0962, University of California, San
Francisco, CA 94143.

Call 476-1814 for information on translations.
12\91
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UNIVERSITY OF CALIFORNIA, SAN FRANCISCO
CONSENT TO BE A RESEARCH SUBJECT

Preventing Health Damaging Behaviors and Negative Health Outcomes in Army and Marine
Corps Personnel During Their First Tour of Duty

Marine Corps Junior Enlisted Consent Form

A. PURPOSE AND BACKGROUND

Cherrie B. Boyer, PhD and Mary-Ann Shafer from the Department of Pediatrics, Division of Adolescent
Medicine at the University of California, San Francisco, LTC Caron Wilbur, AN from the 32" Medical
Brigade at Fort Sam Houston and CPT Lolita Burrell from the USARIEM/WAMC are conducting a
research study to prevent and reduce the risk of sexually transmitted infections, unintended pregnancies,
alcohol and other substance misuse, and exposure to or involvement with sexual violence among Army
and Marine Corps personnel during their first tour of duty. To accomplish this goal, we will develop and
implement interventions for recruits and junior enlisted personnel in both branches of the military. In
order to develop the interventions, we will conduct focus groups to gather information regarding
Marines’ risk for sexually transmitted infections, unintended pregnancies, alcohol and other substance
misuse, and sexual violence. This study is being funded by the Department of Defense, Army Medical
and Material Command at Fort Detrick Maryland. You are being asked to participate in this study
because you are in the Marine Corps and may be able to provide information on factors that both protect
and place young Marines at risk for health outcomes such as sexually transmitted infections, unintended
pregnancies, alcohol and other substance misuse, and sexual violence. Participation in this study is
voluntary, that is, you are free to decline participation without having a negative impact on you or your
military career.

B. PROCEDURES
If you agree to be in the study, the following will occur:

1. You will participate in a single two-hour focus group discussion with other military personnel
within your ranks. Overall, there will be two male and two female groups and two co-ed groups
(for a total of six groups). These groups will be conducted among individuals within the same
ranks. Each focus group will consist of 5-7 participants. However, there will be approximately
168 individuals participating in focus groups overall. ’

2. During the focus group discussion names or other personal identifying information will not be
used. You and other members of the group will be asked to discuss your knowledge, attitudes,
and beliefs about the risk and prevention of sexually transmitted infections, unintended
pregnancies, alcohol and other substances, and sexual violence among young men and women in
your age group. We will not be asking you to disclose personal behaviors related to these health
issues. We are only interested in you providing your general perceptions about health behaviors
among your peers, especially those in your groups. It is important that you do NOT mention
any names of other personnel during these focus group discussions. It is also important that
you do NOT tell others outside this room what a specific person said pu believe you
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cannot adhere to these two requirements, please inform the focus group facilitator
immediately. It is also important not to reveal any personal information as there is no
guarantee that what you say will not be repeated outside this room by other participants/
Revealing confidential information could lead to embarrassment and possible disciplinary
actions under the Uniform Code of Military Justice.

3. An audiotape will be made of this discussion.

4. The focus groups will be lead by Drs. Boyer and Shafer or their civilian research assistants. Drill
Instructors or any other military personnel will not be present during these discussions.

5. Your names will not be used during the focus group discussion or any of the summaries of the
discussions.

6. This information will be used to develop the best possible intervention program for young
Marines during their first tour of duty.

7. The focus groups will take place in a classroom on base.

C. RISKS/DISCOMFORTS

1. Some of the focus group discussion questions may make you uncomfortable or may be
embarrassing, but you are free to decline to answer any questions you do not wish to answer
or to leave the group at any time. It is also important for you to not repeat information
outside of the discussion in the group.

2. Participation in research may involve a loss of privacy; however, the audio tapes and
transcripts of the focus groups will be handled as confidentially as possible. The researchers
will ask you and the other participants to not use names during the group session. They will
also ask group members not to tell anyone outside the group what any particular person said
in the group. However, the researchers cannot guarantee that everyone will keep the
discussions private. Only Dr. Boyer, Dr. Shafer and their assistants will have access to the
audiotapes and transcripts of the tapes. After the group discussion has been transcribed from
the tapes, the tapes will be destroyed. No individual identities will be used in any reports or
publications that may result from this study.

D. BENEFITS

There will be no direct benefit to you from participating in this study. However, the information that
you provide may help us develop the most effective intervention to prevent health problems such as
sexually transmitted infections, unplanned pregnancies, alcohol and other substance misuse, and sexual
violence for young Marines.

E. COSTS

There will be no costs to you as a result of taking part in this study.
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F. PAYMENT
You will not be paid for participation in this study.

G.  QUESTIONS

You have talked to Dr. Boyer, Dr. Shafer, or the person who signed below about this study and have had
your questions answered. If you have further questions, you may call them at (415) 514-3672.

If you have any comments or concerns about participation in this study, you should first talk with Dr.
Boyer or Dr Shafer. If for some reason you do not wish to do this, you may contact the Committee on
Human Research, which is concerned with the protection of volunteers in research projects. You may
reach the committee office between 8:00 and 5:00, Monday through Friday, by calling (415) 476-1814,
or by writing: Committee on Human Research, Box 0962, University of California, San Francisco, San
Francisco, CA 94143. Alternatively, if you have questions about your rights as a research participant
you may contact Christopher Blood, JD, MA of the Naval Health Research Center at (619) 553-8386 or
blood@nhrc.navy.mil.

H. CONSENT

You have been given a copy of the “Human Subjects Bill of Rights” statement and will also be given a
copy of this consent form and a privacy act statement to keep.

PARTICIPATION IN RESEARCH IS VOLUNTARY. You are free to decline to be in this study, or to
withdraw from it at any point. Your decision as to whether or not to participate in this study will have
no influence on your military career.

If you agree to participate you should sign below.

Date Signature of Study Participant

Date Signature of Person Obtaining Consent
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UNIVERSITY OF CALIFORNIA, SAN FRANCISCO
CONSENT TO BE A RESEARCH SUBJECT

Preventing Health Damaging Behaviors and Negative Health Outcomes in Army and Marine
Corps Personnel During Their First Tour of Duty

Marine Corps Recruits’ Consent Form

A.  PURPOSE AND BACKGROUND

Cherrie B. Boyer, PhD and Mary-Ann Shafer from the Department of Pediatrics, Division of Adolescent
Medicine at the University of California, San Francisco, LTC Caron Wilbur, AN from the 32" Medical
Brigade at Fort Sam Houston and CPT Lolita Burrell from the USARIEM/W AMC are conducting a
research study to prevent and reduce the risk of sexually transmitted infections, unintended pregnancies,
alcohol and other substance misuse, and exposure to or involvement with sexual violence among Army
and Marine Corps personnel during their first tour of duty. To accomplish this goal, we will develop and
implement interventions for recruits and junior enlisted personnel in both branches of the military. In
order to develop the interventions, we will conduct focus groups to gather information regarding
Marines’ risk for sexually transmitted infections, unintended pregnancies, alcohol and other substance
misuse, and sexual violence. This study is being funded by the Department of Defense, Army Medical
and Material Command at Fort Detrick Maryland. You are being asked to participate in this study
because you are currently in recruit training at MCRD on Parris Island. Participation in this study is
voluntary, that is, you are free to decline participation without having a negative impact on you or your
military training.

B. PROCEDURES
If you agree to be in the study, the following will occur:

1. You will participate in a single two-hour focus group discussion with other recruits from
your platoon. Focus groups will be conducted separately for males and females since your
platoons are separated by gender. Overall, there will be three separate focus groups with
female Marine Corps recruits and three with males (for a total of six focus groups). Each
focus group will consist of 5-7 participants. However, there will be approximately 168
individuals participating in focus groups overall.

2. During the focus group discussion names or other personal identifying information will not
be used. You and other members of the group will be asked to discuss your knowledge,
attitudes, and beliefs about the risk and prevention of sexually transmitted infections,
unintended pregnancies, alcohol and other substances, and sexual violence among young
men and women in your age group. We will not be asking you to disclose personal behaviors
related to these health issues. We are only interested in you providing your general
perceptions about health behaviors among your peers, especially those in your groups. Itis
important that you do NOT mention any names of other personnel during these focus
group discussions. It is also important that you do NOT tell others outside this room
what a specific person said. If you believe you cannot adhere to these two requirements,
please inform the focus group facilitator immediately. It is also important not to reveal

any personal information as there is no guarantee that what you say willnot be
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repeated outside this room by other participants/ Revealing confidential information
could lead to embarrassment and possible disciplinary actions under the Uniform Code
of Military Justice.

3. An audiotape will be made of this discussion.

4. The focus groups will be lead by Drs. Boyer and Shafer or their civilian research assistants.
Drill Instructors or any other military personnel will not be present during these discussions.

5. Your names will not be used during the focus group discussion or any of the summaries of
the discussions.

6. This information will be used to develop the best possible intervention program for young
Marines during their first tour of duty.

7. The focus groups will take place in a classroom on base.

C. RISKS/DISCOMFORTS

1. Some of the focus group discussion questions may make you uncomfortable or may be
embarrassing, but you are free to decline to answer any questions you do not wish to answer
or to leave the group at any time. It is also important for you to not repeat information
outside of the discussion in the group.

2. Participation in research may involve a loss of privacy; however, the audio tapes and
transcripts of the focus groups will be handled as confidentially as possible. The researchers
will ask you and the other participants to not use names during the group session. They will
also ask group members not to tell anyone outside the group what any particular person said
in the group. However, the researchers cannot guarantee that everyone will keep the
discussions private. Only Dr. Boyer, Dr. Shafer and their assistants will have access to the
audiotapes and transcripts of the tapes. After the group discussion has been transcribed from
the tapes, the tapes will be destroyed. No individual identities will be used in any reports or
publications that may result from this study.

D. BENEFITS

There will be no direct benefit to you from participating in this study. However, the information that
you provide may help us develop the most effective intervention to prevent health problems such as
sexually transmitted infections, unplanned pregnancies, alcohol and other substance misuse, and sexual

violence for young Marines.
E. COSTS

There will be no costs to you as a result of taking part in this study.

F. PAYMENT

You will not be paid for participation in this study.
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G. QUESTIONS

You have talked to Dr. Boyer, Dr. Shafer, or the person who signed below about this study and have had
your questions answered. If you have further questions, you may call them at (415) 514-3672.

If you have any comments or concerns about participation in this study, you should first talk with Dr.
Boyer or Dr Shafer. If for some reason you do not wish to do this, you may contact the Committee on
Human Research, which is concerned with the protection of volunteers in research projects. You may
reach the committee office between 8:00 and 5:00, Monday through Friday, by calling (415) 476-1814,
or by writing: Committee on Human Research, Box 0962, University of California, San Francisco, San
Francisco, CA 94143. Alternatively, if you have questions about your rights as a research participant
you may contact Christopher Blood, JD, MA of the Naval Health Research Center at (619) 553-8386 or

blood @nhrc.navy.mil.

H.  CONSENT

You have been given a copy of the “Human Subjects Bill of Rights” statement and will also be given a
copy of this consent form and a privacy act statement to keep.

PARTICIPATION IN RESEARCH IS VOLUNTARY. You are free to decline to be in this study, or to
withdraw from it at any point. Your decision as to whether or not to participate in this study will have
no influence on your military career.

If you agree to participate you should sign below.

Date Signature of Study Participant

Date - Signature of Person Obtaining Consent
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COMMITTEE ON HUMAN RESEARCH

. OFFICE OF RESEARCH ADMINISTRATION, Box 0962
UNIVERSITY OF CALIFORNIA, SAN FRANCISCO

. www.mscam!;.uc(cdukl\rﬁndcxhlm

CHR APPROVAL LETTER
TO: Cheric Boyer, Ph.D. Mary-Ann Shafer, M.D.
Box 0503 Box 0503,

RE Preventing Health Damaging Behaviors and Negative Health Outcomes in Army and Marine Corps Personnel During their First
Tour of Duty . ‘

. “The Committee on Hurnan Research (CHR) has reviewed and approved this application to involve humans as research subjects. This included a
review of all documents attached to the original copy of this letter.

Specifically, the review included but was not limited to the following documents:

4 Consent Forms, dated 10/24/03 .

Army Junior Enlisted Consent Form, dated 1/27/04; Army Recruits' Consent Form, dated 1/27/04

Marine Corps Junior Enlisted Consent Form, dated 1/277/04; Marine Corps Recruits' Cousent Form, dated 1/27/04

The CHR is the Institutional Review Board (IRB) for UCSF and its affiliates. UCSF holds Office of Human Research Protections Federalwide
Assurance number FWA00000068. Sec the CHR website for a list of other applicable FWA's.

APPROVAL NUMBER: H7183-24127-01 . This number is 2 UCSF CHR number and should be used on all correspondence, consent forms
and patient charts as appropriate.

APPROVAL DATE: January 28, 2004. Full Committee Review
EXPIRATION DATE: January 28, 2005. If the project is to continue, it must be renewed by the expiration date.

GENERAL CONDITIONS OF APPROVAL: Please refer to www.ucsfedu/ora/chr/gen_cond_appvl-htm for a description of the general
conditions of CHR approval. In particular, please note that prior CHR approval is required before implementing any changes in the consent
documents or any changes in the protocol unless those changes are required urgendy for-the safety of the subjects.

QUESTIONS: Please contact the office of the Committee on Human Rescarch at (415) 476-1814 or campus mail stop, Box 0962, or by
electronic mail at chr@rescarch.ucsf.edu.

Sincerely,

Yo | S

Victor I. Reus, M.D.
Chair
Committee on Human Research . >,

oc: Susan Pierce, Bpx 0503
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Preventing Health Damaging Behaviors and Negative Health Outcomes in Army and Marine Corps
Personnel During Their First Tour of Duty

FOCUS GROUP WITH CO-ED JUNIOR ENLISTED MARINES

Welcome, and thank you for agreeing to participate in our group discussion. The purpose of this
discussion is to learn about the risk and prevention of sexually transmitted infections, unintended
pregnancies, alcohol and other substance misuse, and sexual violence in Marines during their
first tour of duty.

Iam andIama from the University of California, San Francisco. Also
with me today is my colleague also from the University of California, San Francisco. I
will let her introduce herself to you. We are collaborating on a research project to determine
effective and creative ways of reducing the risk and preventing negative health outcomes in male
and female Marines during their first tour of duty.

The reason you were asked to participate in this discussion today is to provide us with first-hand
information about what you see as the most important issues which threaten the health and
military readiness of young Marines. We are particularly interested in your views and opinions.
There are no right or wrong answers, but rather differing points of view. Please feel free to share
your point of view even if it differs from what others have said. Also, it is important that you do
NOT mention any names of other personnel during these focus group discussions. It is also
important that you do NOT tell others outside this room what a specific person said. If you
believe you cannot adhere to these two requirements, please inform the focus group facilitator
immediately. It is also important not to reveal any personal information as there is no guarantee
that what you say will not be repeated outside this room by other participants/ Revealing
confidential information could lead to embarrassment and possible disciplinary actions under the
Uniform Code of Military Justice.

Before we begin, I would like to make a few points about how we will run this session:

(1)  The information you provide to us will be utilized to develop health promotion
interventions for Marine Corps recruits.

(2)  The information you provide in this group is confidential; names will not be used in any
summary of this discussion.

(3)  Please keep in mind that we are just as interested in the negative comments as the positive
comments, and many times the negative comments are the most helpful.

(4)  Our session today will last about two hours and we will not be taking a formal break.
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General Perceptions

1. Why do you think young people choose to join the Marine Corps?

2. After recruit training, what do think are the most stressful things about being a young
Marine? (Career/job? Personal life?)

3. Some people think that many young people in the military get married much younger than
their same-age peers who are not in the military. Do you share that perception? Why do you
think this is (is not) the case?

Risk Factors

4. Can you tell me your perceptions about social situations for Marines after MCT training
(during service school)? Do you think the experiences are the same or different for men and
women? In what ways are they the same and in what ways are they different?

5. Can you describe the social situations for Marines living in barracks during service school
training?

6. Some research indicates that reasons why young people engage in risk behaviors such as
drink alcohol to the point of getting drunk and do not consistently use condoms when
engaging in sex has nothing to do with lack of knowledge, but more to do with peer pressure
Do you think peer pressure is a factor for young junior enlisted Marines?

7. Why do you think young men your age who are not married or in a long-term relationship
impregnate women when they do not plan to?

8. Do you think that STDs such as chlamydia and gonorrhea are a problem for young junior
enlisted Marines?

9. What do you think are the main reasons why young junior enlisted Marines do not
consistently use birth control? Do you think it is different for men and women in the Corps?

10. Are there advantages to being active duty, pregnant (or having a child), and being unmarried?
Are there any disadvantages?

11. How knowledgeable do you think other young junior enlisted Marines are about the different
types of birth control that are available? : ~

12. How skillful do you think young junior enlisted women Marines are at using birth control?
‘What about men?

13.In general do you think that dnnkmg alcohol to the point of passing out is a problem for

Page 2 of 3 July 2004




14. Can you describe social situations in which young junior enlisted Marines typically drink?
Are there differences in where young women and men in the Corps typically drink?

15. Do you think that sexual violence is a problem for Marines? We are defining sexual violence
as unwanted sexual attention, sexual harassment, sexual coercion, or sexual assault.

16. Specifically what do you think is the biggest concern for male Marines? What is the biggest
concern for women Marines? ,

17. What do you think is the best solution for addressing sexual violence in the Corps?

Health Care Services

18. Where do most young junior enlisted Marines typically get health care for STDs? For
unintended pregnancies?

19. In the general population, it is well known that women avoid having pelvic examinations, is
that also true for Marines? If yes, why? If no, why not?

20. In the general population, it is well known that men avoid being screened for STDs, is that
true for Marines? If yes, why? If no, why not?

21. Are there any barriers or problems to using the military health system for health concerns
such as STDs? Unintended pregnancies? Alcohol abuse? Sexual violence?

22. Do you think that if a young junior enlisted Marine was diagnosed with an STD would he/she
talk to his/her immediate supervisor? Had a problem with alcohol or any of substances? A
victim/perpetrator of sexual violence?

23. Have you received information from your command about STDs? Alcohol or other substance
use? Sexual violence?

Interventions

24. What specific information should we give young recruits who will participate in our program
in terms of preventing STDs? Unintended pregnancies? Alcohol abuse? Sexual violence?

25. What skills should we provide to young recruits who will participate in our program
regarding prevention of STDs? Unintended pregnancies? Alcohol abuse? Sexual violence?

26. Should the skills be different for men than for women? If yes, specifically what should the
differences be?

Mwed. &) §
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Preventing Health Damaging Behaviors and Negative Health Outcomes in Army and Marine Corps
Personnel During Their First Tour of Duty

FOCUS GROUP WITH FEMALE JUNIOR ENLISTED MARINES

Welcome, and thank you for agreeing to participate in our group discussion. The purpose of this
discussion is to learn about the risk and prevention of sexually transmitted infections, unintended
pregnancies, alcohol and other substance misuse, and sexual violence in Marines during their
first tour of duty.

ITam andlam a from the University of California, San Francisco. Also
with me today is my colleague also from the University of California, San Francisco. I
will let her introduce herself to you. We are collaborating on a research project to determine
effective and creative ways of reducing the risk and preventing negative health outcomes in male
and female Marines during their first tour of duty.

The reason you were asked to participate in this discussion today is to provide us with first-hand
information about what you see as the most important issues which threaten the health and
military readiness of young Marines. We are particularly interested in your views and opinions.
There are no right or wrong answers, but rather differing points of view. Please feel free to share
your point of view even if it differs from what others have said. Also, it is important that you do
NOT mention any names of other personnel during these focus group discussions. It is also
important that you do NOT tell others outside this room what a specific person said. If you
believe you cannot adhere to these two requirements, please inform the focus group facilitator
immediately. It is also important not to reveal any personal information as there is no guarantee
that what you say will not be repeated outside this room by other participants/ Revealing
confidential information could lead to embarrassment and possible disciplinary actions under the
Uniform Code of Military Justice.

Before we begin, I would like to make a few points about how we will run this session:

(1)  The information you provide to us will be utilized to develop health promotion
interventions for Marine Corps recruits.

(2)  The information you provide in this group is confidential; names will not be used in any
summary of this discussion.

(3)  Please keep in mind that we are just as interested in the negative comments as the positive
comments, and many times the negative comments are the most helpful.

(4)  Our session today will last about two hours and we will not be taking a formal break.
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General Perceptions

[
.

Why do you think young women choose to join the Marine Corps?
2. After recruit training, what do think are the most stressful things about being a young
Marine? (Career/job? Personal life?)

3. Some people think that many young people in the military get married much younger than
their same-age peers who are not in the military. Do you share that perception? Why do you
think this is (is not) the case?

Risk Factors

4. Can you tell me your perceptions about social situations for Marines after MCT training
(during service school)? Do you think the experiences are the same or different for men and
women? In what ways are they the same and in what ways are they different?

5. Can you describe the social situations for Marines living in barracks during service school
training?

6. Some research indicates that reasons why young people engage in risk behaviors such as
drink alcohol to the point of getting drunk and do not consistently use condoms when
engaging in sex has nothing to do with lack of knowledge, but more to do with peer pressure
Do you think peer pressure is a factor for young junior enlisted women Marines?

7. Why do you think young men in your age group who are not married or in a long-term
relationship impregnate women when they do not plan to?

8. Do you think that STDs such as chlamydia and gonorrhea are a problem for young junior
enlisted women Marines?

9. What do you think are the main reasons why young junior enlisted women Marines do not
consistently use birth control? Do you think it is different for men and women in the Corps?

10. Are there advantages to being active duty, pregnant (or having a child), and being unmarried?
Are there any disadvantages?

11. How knowledgeable do you think other young junior enlisted Marines are about the different
types of birth control that are available?

12. How skillful do you think young junior enlisted women Marines are at using birth control?
What about men?

13. In general, do you think that drinking alcohol to the point of passing out is a problem for
young junior enlisted Marines? Is that a problem in general for men? For women?
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14. Can you describe social situations in which young junior enlisted Marines typically drink?
Are there differences in where young women and men in the Corps typically drink?

15. Do you think that sexual violence is a problem for Marines? We are defining sexual violence
as unwanted sexual attention, sexual harassment, sexual coercion, or sexual assault.

16. Specifically what do you think is the biggest concern for male Marines? What is the biggest
concern for women Marines?

17. What do you think is the best solution for addressing sexual violence in the Corps?

Health Care Services

18. Where do most young junior enlisted women Marines typically get health care for STDs? For
unintended pregnancies?

19. In the general population, it is well known that women avoid having pelvic examinations, is
that also true for Marines? If yes, why? If no, why not?

20. Are there any barriers or problems to using the military health system for health concerns
such as STDs? Unintended pregnancies? Alcohol abuse? Sexual violence?

21. Do you think that if a young junior enlisted woman Marine was diagnosed with an STD
would she talk to her immediate supervisor? Had a problem with alcohol or any of
substances? A victim/perpetrator of sexual violence?

22. Have you received information from your command about STDs? Alcohol or other substance
use? Sexual violence?

Interventions

23. What specific information should we give young recruits who will participate in our program
in terms of preventing STDs? Unintended pregnancies? Alcohol abuse? Sexual violence?

24. What skills should we provide to young recruits who will participate in our program
regarding prevention of STDs? Unintended pregnancies? Alcohol abuse? Sexual violence?

25. Should the skills be different for men than for women? If yes, specifically what should the
differences be? -
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Preventing Health Damaging Behaviors and Negative Health Outcomes in Army and Marine Corps
Personnel During Their First Tour of Duty

FOCUS GROUP WITH MALE JUNIOR ENLISTED MARINES

Welcome, and thank you for agreeing to participate in our group discussion. The purpose of this
discussion is to learn about the risk and prevention of sexually transmitted infections, unintended
pregnancies, alcohol and other substance misuse, and sexual violence in Marines during their
first tour of duty.

Iam andlama = from the University of California, San Francisco. Also
with me today is my colleague also from the University of California, San Francisco. I
will let her introduce herself to you. We are collaborating on a research project to determine
effective and creative ways of reducing the risk and preventing negative health outcomes in male
and female Marines during their first tour of duty.

The reason you were asked to participate in this discussion today is to provide us with first-hand
information about what you see as the most important issues which threaten the health and
military readiness of young Marines. We are particularly interested in your views and opinions.
There are no right or wrong answers, but rather differing points of view. Please feel free to share
your point of view even if it differs from what others have said. Also, it is important that you do
NOT mention any names of other personnel during these focus group discussions. It is also
important that you do NOT tell others outside this room what a specific person said. If you
believe you cannot adhere to these two requirements, please inform the focus group facilitator
immediately. It is also important not to reveal any personal information as there is no guarantee
that what you say will not be repeated outside this room by other participants/ Revealing
confidential information could lead to embarrassment and possible disciplinary actions under the
Uniform Code of Military Justice.

Before we begin, I would like to make a few points about how we will run this session:

(1)  The information you provide to us will be utilized to develop health promotion
interventions for Marine Corps recruits.

(2)  The information you provide in this group is confidential; names will not be used in any
summary of this discussion.

(3)  Please keep in mind that we are just as interested in the negative comments as the positive
comments, and many times the negative comments are the most helpful.

(4)  Our session today will last about two hours and we will not be taking a formal break.
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General Perceptions

1.

2.

Why do you think young men choose to join the Marine Corps?

After recruit training, what do think are the most stressful things about being a young
Marine? (Career/job? Personal life?)

Some people think that many young people in the military get married much younger than
their same-age peers who are not in the military. Do you share that perception? Why do you
think this is (is not) the case?

Risk Factors

4.

Can you tell me your perceptions about social situations for Marines after MCT training
(during service school)? Do you think the experiences are the same or different for men and
women? In what ways are they the same and in what ways are they different?

Can you describe the social situations for Marines living in barracks during service school
training?

Some research indicate that reasons why young people engage in risk behaviors such as drink
alcohol to the point of getting drunk and do not consistently use condoms when engaging in
sex has nothing to do with lack of knowledge, but more to do with peer pressure Do you
think peer pressure is a factor for young junior enlisted Marines?

Why do you think young men your age who are not married or in a long-term relationship
impregnate women when they do not plan to?

Do you think that STDs such as chlamydia and gonorrhea are a problem for young junior
enlisted Marines?

What do you think are the main reasons why young junior enlisted Marines do not
consistently use birth control? Do you think it is different for men and women in the Corps?

10. Are there advantages to being active duty, pregnant (or having a child), and being unmarried?

Are there any disadvantages?

11. How knowledgeable do you think other young junior enlisted male Marines are about the

different types of birth control that are available? -

12. How skillful do you think young junior enlisted women Marines are at using birth control?

13. In general, do you think that drinking alcohol to the point of passing out is a problem for
young junior enlisted Marines? Is that a problem in general for men? For women?

What about men?
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14. Can you describe social situations in which young junior enlisted Marines typically drink?
Are there differences in where young women and men in the Corps typically drink?

~ 15. Do you think that sexual violence is a problem for Marines? We are defining sexual violence
as unwanted sexual attention, sexual harassment, sexual coercion, or sexual assault.

16. Specifically what do you think is the biggest concern for male Marines? What is the biggest
concern for women Marines?

17. What do you think is the best solution for addressing sexual violence in the Corps?

Health Care Services

18. Where do most young junior enlisted Marines typically get health care for STDs? For
unintended pregnancies?

19. In the general population, it is well known that men avoid being screened for STDs, is that
true for Marines? If yes, why? If no, why not?

20. Are there any barriers or problems to using the military health system for health concerns
such as STDs? Unintended pregnancies? Alcohol abuse? Sexual violence?

21. Do you think that if a young junior enlisted male Marine was diagnosed with an STD would
he talk to his immediate supervisor? Had a problem with alcohol or any of substances? A
victim/perpetrator of sexual violence?

22. Have you received information from your command about STDs? Alcohol or other substance
use? Sexual violence?

Interventions

23. What specific information should we give young recruits who will participate in our program
in terms of preventing STDs? Unintended pregnancies? Alcohol abuse? Sexual violence?

24. What skills should we provide to young recruits who will participate in our program
regarding prevention of STDs? Unintended pregnancies? Alcohol abuse? Sexual violence?

25. Should the skills be different for men than for women? If yes, specifically what should the
differences be? :
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Preventing Health Damaging Behaviors and Negative Health Outcomes in Army and Marine Corps
Personnel During Their First Tour of Duty

FOCUS GROUP WITH FEMALE MARINE CORPS RECRUITS

Welcome, and thank you for agreeing to participate in our group discussion. The purpose of this
discussion is to learn about the risk and prevention of sexually transmitted infections, unintended
pregnancies, alcohol and other substance misuse, and sexual violence in Marines during their
first tour of duty.

Tam andIam a from the University of California, San Francisco. Also
with me today is my colleague also from the University of California, San Francisco. I
will let her introduce herself to you. We are collaborating on a research project to determine
effective and creative ways of reducing the risk and preventing negative health outcomes in male
and female Marines during their first tour of duty; however, we plan to conduct the interventions
during recruit training.

The reason you were asked to participate in this discussion today is to provide us with first-hand
information about what you see as the most important issues which threaten the health and
military readiness of young Marines. We are particularly interested in your views and opinions.
There are no right or wrong answers, but rather differing points of view. Please feel free to share
your point of view even if it differs from what others have said. Also, it is important that you do
NOT mention any names of other personnel during these focus group discussions. It is also
important that you do NOT tell others outside this room what a specific person said. If you
believe you cannot adhere to these two requirements, please inform the focus group facilitator
immediately. It is also important not to reveal any personal information as there is no guarantee
that what you say will not be repeated outside this room by other participants/ Revealing
confidential information could lead to embarrassment and possible disciplinary actions under the
Uniform Code of Military Justice.

Before we begin, I would like to make a few points about how we will run this session:

(1)  The information you provide to us will be utilized to develop health promotion
interventions for Marine Corps recruits.

(2)  The information you provide in this group is confidential; names will not be used in any
summary of this discussion.

3) ~ Please keep in mind that we are just as interested in the negative comments as the positive
comments, and many times the negative comments are the most helpful.

@ Our session today will last about two hours and we will not be taking a formal break.
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Ouf first question has to do with your reason for joining the Marine Corps.

1. Why do you think young women choose to join the Corps?

The next set of questions has to do with sexually transmitted diseases/STDs/VD.

2. What are some common STDs women get?

3. How can a woman tell if she has an STD?

4. What are some symptoms for STDs? Do women always have symptoms?

5. Can a woman tell if a man has an STD?

6. What are some complications that women may be develop after getting an STD?

7. What are some of the biggest challenges women have in trying to protect themselves from
getting an STD?

8. What are some of the biggest challenges young women have in trying to prevent an
unintended pregnancy?

9. What are some of the reasons why women do not insist that her partner wears a condom?
10. If you were to come up with a description of the type(s) of women who get STDs, what
would that be? (Note— these are only prompts if there are no immediate responses-- is she

naive, one with low self-esteem, ambitious, etc?)

11. What are some of the factors that influence whether a woman will or will not use condoms
(or insist that her partner use condoms) to protect herself from STDs?

12. What are some of the factors that influence whether a woman will or will not use birth
control methods for preventing unintended pregnancies?

13. How knowledgeable do you think women recruits are about the different types of birth
control that are available?

14. How skillful do you think women recruits are at using birth control (getting her partner to use
a condom)? :

your age?
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16. Some research indicates that reasons why young people engage in risk behaviors such as
drink alcohol to the point of getting drunk and do not consistently use condoms when
engaging in sex has nothing to do with lack of knowledge, but more to do with peer pressure,
do you think this is also true for young men and women in the Corps?

17. Do you think that sexual violence is a problem for young women your age? We are defining
sexual violence as unwanted sexual attention, sexual harassment, sexual coercion, or sexual

assault.
18. Do you think sexual violence is a problem in the Marine Corps?
The next few questions have to do with seeking health care.

20. What do you think will happen to someone (or a military career) if they were diagnosed with
an STD? Became pregnant as an unmarried woman? Had a problem with alcohol or other
substances? Was a victim of sexual violence?

21. Do you think that if a young junior enlisted woman Marine was diagnosed with an STD
would she talk to her immediate supervisor? Had a problem with alcohol or any of
substances? A victim/perpetrator of sexual violence?

22. Have you received information from your command about STDs? Alcohol or other substance
use? Sexual violence? Would you like information on these topics?

The following questions have to do with the type of strategies we should use to develop effective
programs that will be of interest to women like you.

23. What is the most important message we should convey to all women who will be involved in
our programs?

24. What can we say as part of the education program to convince young women that STDs can
result in serious health problems that can affect them for years to come?

25. Assuming you have a younger sister, what would you say to her about being safe and staying
healthy?

26. Given that STDs and pregnancies are personal issues, how can we get young women such as
you to be interested in participating in our program? What would be the main reason for not

participating in our program?

27. What can we do to convince each participant that we will not share any of the informatig
that is discussed in our program?
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28. The routine way to screen women for STDs requires a pelvic examination, however, in our
program we will use urine and self-administered vaginal swabs, the size of a g-tip. Do you
think these techniques will be acceptable to young women participating in our program? If
yes, why? If no, why not?

29. What specific information should we give women recruits who will participate in our
program in terms of preventing STDs? Unintended pregnancies? Alcohol abuse? Sexual
violence?

30. What skills should we provide to recruits who will participate in our program regarding
prevention of STDs? Unintended pregnancies? Alcohol abuse? Sexual violence?

31. Should the skills be different for women and men? If yes, specifically what should the
differences be?

32. Is there any other information that we must be sure to discuss in our program?
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Preventing Health Damaging Behaviors and Negative Health Outcomes in Army and Marine Corps Personnel
During Their First Tour of Duty

FOCUS GROUP WITH MALE MARINE CORPS RECRUITS

Welcome, and thank you for agreeing to participate in our group discussion. The purpose of this
discussion is to learn about the risk and prevention of sexually transmitted infections, unintended
pregnancies, alcohol and other substance misuse, and sexual violence in Marines during their first
tour of duty.

Iam andlam a from the University of California, San Francisco. Also
with me today is my colleague also from the University of California, San Francisco. I
will let her introduce herself to you. We are collaborating on a research project to determine
effective and creative ways of reducing the risk and preventing negative health outcomes in male
and female Marines during their first tour of duty; however, we plan to conduct the interventions
during recruit training. .

The reason you were asked to participate in this discussion today is to provide us with first-hand
information about what you see as the most important issues which threaten the health and military
readiness of young Marines. We are particularly interested in your views and opinions. There are no
right or wrong answers, but rather differing points of view. Please feel free to share your point of
view even if it differs from what others have said. Also, it is important that you do NOT mention
any names of other personnel during these focus group discussions. It is also important that you do
NOT tell others outside this room what a specific person said. If you believe you cannot adhere to
these two requirements, please inform the focus group facilitator immediately. It is also important
not to reveal any personal information as there is no guarantee that what you say will not be
repeated outside this room by other participants/ Revealing confidential information could lead to
embarrassment and possible disciplinary actions under the Uniform Code of Military Justice.

Before we begin, I would like to make a few points about how we will run this session:

(1)  The information you provide to us will be utilized to develop health promotion interventions
for Marine Corps recruits.

(2)  The information you provide in this group is confidential; names will not be used in any
summary of this discussion.

(3)  Please keep in mind that we are just as interested in the negative comments as the positive
comments, and many times the negative comments are the most helpful.

(4)  Our session today will last about two hours and we will not be taking a formal break.
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Our first question has to do with your reason for joining the Marine Corps.

1. Why do you think that young men choose to join the Corps?

The next set of questions has to do with sexually transmitted diseases/STDs/VD.
2. 'What are some common STDs men get?

3. What are some symptoms of STDs?

4. Do men always have symptoms?

4. Can a man tell if a woman has an STD?

5. What are some complications that men may develop after getting an STD?

6. What are some of the biggest challenges men have in trying to protect themselves from getting
an STD?

7. What are some of the biggest challenges young men have in trying to prevent an unintended
pregnancy?

8. If you were to come up with a description of the type(s) of men who get STDs, what would that
be? (Note— these are only prompts if there are no immediate responses-- is she naive, one with
low self-esteem, ambitious, etc?)

9. What are some of the factors that influence whether a man will or will not use condoms to
protect himself from STDs?

10. Should men play an active role in helping his partner choose birth control to prevent unintended
pregnancies?

11. How knowledgeable do you think male recruits are about the different types of birth control that
are available?

12. Do you think that drinking to the point of passing out is that a problem for young men your age?
13. Some research indicates that reasons why young people engage in risk behaviors such as drink
alcohol to the point of getting drunk and do not consistently use condoms when engaging in sex

has nothing to do with lack of knowledge, but more to do with peer pressure, do you think this is
also true for young men and women in the Corps?

assault.
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15. Do you think sexual violence is a problem in the Marine Corps?
The next few of questions have to do with seeking health care.

17. What do you think will happen to someone (or a military career) if they were diagnosed with an
STD? Impregnated a woman as an unmarried man? Had a problem with alcohol or other
substances? Was a victim/perpetrator of sexual violence?

18. Do you think that if a young junior enlisted male Marine was diagnosed with an STD would he
talk to his immediate supervisor? Had a problem with alcohol or any of substances? A
victim/perpetrator of sexual violence?

19. Have you received information from your command about STDs? Alcohol or other substance
use? Sexual violence? Would you like to have information on these issues? '

The following questions have to do with the type of strategies we should use to develop effective
programs that will be of interest to women like you?

20. What is the most important message we should convey to all men who will be involved in our
programs?

21. What can we say as part of the education program to convince young men that STDs can result
in serious health problems that can affect them for years to come?

22. Assuming you have a younger brother, what would you say to him about being safe and staying
healthy?

23. Given that STDs and pregnancies are personal issues, how can we get young men such as you to
be interested in participating in our program? What would be the main reason for not
participating in our program?

24, What can we do to convince each participant that we will not share any of the information that is
discussed in our program?

25. In the general population, it is well known that men avoid being screened for STDS, is that also
true for recruits such as you? If yes, why? If no, why not?

26. What specific information should recruits who will participate in our program in terms of
preventing STDs? Unintended pregnancies? Alcohol abuse? Sexual violence?

27. What skills should we provide to recruits who will participate in our program regarding
prevention of STDs? Unintended pregnancies? Alcohol abuse? Sexual violence?
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28. Should the skills be different for women and men? If yes, specifically what should the
differences be?

29. Is there any other information that we must be sure to discuss in our program?
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Attachment 8.

Investigators’ IRB Training Certificates




J ?SF Human Subject Protections: Basic Course

Completion Certificate

This is to certify that
Cherrie Boyer

has completed the UCSF Human Subject Protections: Basic Course online course, developed by
the University of Califoria, San Francisco (UCSF), on 04/17/2003.

This course included the follfowing:

+  Key historical events and current issues that impact guidelines and legislation on human
participant protection in research. '

«  Ethical principles and guidelines that should assist in resolving the ethical issues inherent in
the conduct of research with human participants.

«  The use of key ethical principles and federal regulations to protect human participants at
various stages in the research process.

A description of guidelines for the protection of special populations in research.

« A definition of informed consent and components necessary for 2 valid consent.

+ A description of the role of the IRB in the research process.

«  The roles, responsibilities, and interactions of federal agencies, institutions, and researchers
in conducting research with human participants.




%F Human Subject Protections: Basic Course

Completion Certificate

This is to certify that

Mary-Ann Shafer

has completed the UCSF Human Subject Protections: Basic Course online course, developed by
the University of California, San Francisco (UCSF), on 05/22/2003.

This course included the following:

+  Key historical events and current issues that impact guidelines and legislation on human
participant protection in research. .

- Ethical principles and guidelines that should assist in resolving the ethical issues inherent in
the conduct of research with human participants.

«  The use of key ethical principles and federal regulations to protect human participants at
various stages in the research process.

« A description of guidelines for the protection of special populations in research.

« A definition of informed consent and components necessary for a valid consent.

« A description of the role of the IRB in the research process.

«  The roles, responsibilities, and interactions of federal agencies, institutions, and researchers
in conducting research with human participants.




u F"‘SF Human Subject Protections: Basic Course

Completion Certificate

This is to certify that

Julius Schachiter

has completed the UCSFHuma uSubjectProtections:BasicCourseonlinecourse developedby
the University of Califormia, San Francisco (UUCSF), on 10/03/2003.

This course included the following:

Key historical events and current issucs that impact guidelines and legislation on human
participant protection in research.

Ethical principles and guidelines that should assist in resolving the ethical issues inherent in
the conduct of research with human participants.

The use of key ethical principles and federal regulations to protect human participants at
various stages in the research process.

A definition of informed consent and components necessaty for a valid consent.
A description of the role of the IRB in the research process.
The roles, responsibilitics, and interactions of federal agencies, msutuuons, and rescarchers




U.S. Army Research Institute
of Environmental Medicine

CERTIFICATE OF COMPLETION

UNIVERSITY OF MIAMI
COLLABORATIVE IRB TRAINING
INITIATIVE |

CORE COURSE IN THE

PROTECTION OF HUMAN
RESEARCH SUBJECTS

CPT LOLITA BURRELL, Ph.D.

V1rg1n1a Thompson__ OlApr 04

USARIEM SITE ADMINISTRATOR
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CIT1 course in The Protection of Human Research Subjects

Thursday, June 3, 2004

CITI Course Completion Record
for Caron Wilbur

To whom it may concern:

On 6/3/2004, Caron Wilbur (username=caronwilbur) completed all C/T/ Program
requirements for the Basic CIT/ Course in The Protection of Human Research
Subjects.

Learner Institution: Brooke Army Medical Center
Learner Group: Group 3.

Learner Group Description: This group will complete instructional materials
appropriate for investigators and staff conducting Soclal & Behavioral
Research.

Contact information:
Department: Department of Combat Medic Training
Role in human subjects research: OTHER
Mailing Address:
1203 Calcutta Lane
San Antonio
X
78258

Email: caron.wilbur@cen.amedd.army.mil
Office Phone: 210-221-3118

The Required Modules for Group 3. are: corg;::ted
Introduction 06/02/04
History and Ethical Principles - SBR 06/02/04
;g% Regulations and The Social and Behavioral Sciences - 06/02/04
Assessing Risk in Social and Behavioral Sciences - SBR 06/03/04
Informed Consent - SBR 06/03/04
HIPAA and Human Subjects Research 06/03/04
Brooke Army Medical Center 06/03/04

https://www.citiprogram.org/members/courseandexam/certificate _print.asp?strKeyID=6149268262... 6/3/2004
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Date
Additional optional modules completed: completed

For this Completion Report to be valid, the learner listed above must be
affiliated with a CITI participating institution. Falsified information and
unauthorized use of the CITI course site is unethical, and may be considered
scientific misconduct by your institution.

- Paul Braunschweiger Ph.D.
Professor, University of Miami
Director Office of Research Education
CITl Course Coordinator : -

https://www.citiprogram.org/members/courseandexam/certificate __print.asp?étrKeyID=6149268262... 6/3/2004




Attachment 9.

Commanding Officers’ Letters of Support




DEPARTMENT OF THE ARMY :
320 MEDICAL BRIGADE, U.S. ARMY MEDICAL DEPARTMENT CENTER AND SCHOOL
2365 HARNEY ROAD, SUITE 93
FORT SAM HOUSTON, TEXAS 78234-6003

May 3, 2004

Office of the Brigade Commander

Cherrie B. Boyer, Ph.D.

Division of Adolescent Medicine
University of California, San Francisco
3333 California-Street, Suite 245

Box 0503 .

San Francisco, California 94143-0503

Dear Dr. Boyer:

This letter is to indicate my full support for your study entitled, “Preventing
Health Damaging Behaviors in Army and Marine Corps Recruits”. I understand that at
the 32d Medical Brigade, Fort Sam Houston, this study will proceed through two phases:
the initial focus group discussion phase, and the actual implementation of a behavioral
intervention to prevent sexually transmitted infections, unintended pregnancies, alcohol
misuse, and sexual violence among soldiers, with collection of biological specimens to
screen for sexually transmitted infections. I understand that although you will have a
staff in place to implement all aspects of the study, my staff will work with you and your
research team to work out the logistics of this very important study.

For further information, I may be reached at (210) 221-5105.

Brigade Commander




UNITED STATES MARINE CORPS

MARINE CORPS RECRUT DEPOT/EASTERN RECRUITING REGION
PO BOX 19001
PARRIS ISLAND, SOUTH CAROUINA 29905-9001

4 May 2004

Cherrie B. Boyer, PhD

Professor )

Department of Pediatrics

Division of Adolescent Medicine
University of California, San Francisco
3333 California Street, Suite 245

Box 0503

San Francisco, CA 94143-0503

Dear Dr. BoYer:

This letter is to indicate Marine Corps Recruit Depot Parris Island
full support for your study entitled, “Preventing Health Damaging
Behaviors in Marine Corps Recruits. MCRD’s understanding is that
this study will proceed in two phases, which include the initial
focus group discussion phase, and the actual implementation phase.
We understand the actual implementation phase consist of a
behavioral intervention to prevent sexually transmitted infections,
unintended pregnancies, alcohol misuse, and sexual violence among
Marine Corps recruits, with collection of biological specimens to
screen for sexually transmitted infections. MCRDPI understands
that although you will have a staff in place to implement all
aspects of the study, they will coordinate with the Depot staff and
your research team to work out the logistics of this very important
study.

Sincerely,

QB s

G. A. Biszak
Colonel, United States Marine Corps




DEPARTMENT OF THE NAVY

NAVAL HOSPITAL
1 PINCKNEY BOULEVARD
BEAUFORT, SOUTH CAROLINA 29902-6148 INREPLY REFER TO:
6500
Ser 00/04085
18 MAY 2004

Cherrie B. Boyer, PhD

Professor, Department of Pediatrics
Division of Adolescent Medicine
University of California, San Francisco
3333 California Street, Suite 245

Box 0503

San Francisco, CA 94143-0503

Reference: COL Biszak’s letter of 4 May 2004
Dear Dr. Boyer:

This letter is to document Naval Hospital Beaufort’s support for
your study entitled, “Preventing Health Damaging Behaviors in
Army and Marine Corps Recruits”. I am aware that the study will
take place at the Marine Corps Recruiting Depot, Parris Island,
SC, with the support of the Commanding General and will proceed
through two phases: The initial focus group discussion phase and
the actual implementation of a behavioral intervention to
prevent sexually transmitted infections, unintended pregnancies,
alcohol misuse, and sexual violence among Marine Corps recruits.
Also, there will be a collection of biological specimens to
screen for sexually transmitted infections.

I understand that you will have a staff in place to implement
all aspects of the study and will work with the MCRD staff to
work out the logistics of this study.

Sincerely,

L Legorrer— )
. R. HOFFOWER

Captain, Nurse Corps

United States Navy

Commanding Officer




IRB Minutes 20 May 2004

Modification
f. HRPP #: NHRC.2002.0018 (previously #32269)
Title: Influence of Individual Difference and Task Difficulty on Cerebral and Behavioral
Responses During Cognitive Performance Following Total Sleep Deprivation
PL: Walter Car, LT, MSC, USNR
WU# Neuroimaging Sleep Debt, 60216

The Principal Investigator submitted a modification application for a protocol that was previously
classified as greater than minimal risk. This study seeks to examine cognitive performance and cerebral ,
activation differences in two groups who show a differential need for sleep: habitual long-sleepers and habitual
short-sleepers. The modification submission requested: 1) permission to contact 13 previous participants to re-
run those subjects now that a new functional magnetic resonance imaging (FMRI) scanning machine has been
procured, and 2) addition of a new cognitive test in the FMRI portion of the data collection protocol. ‘

With a vote of 6 for, 0 against, Chair abstaining, and no members disqualified from the review, the
Board recommended to approve the indicated modifications of this greater than minimal risk protocol after the
following issues are addressed: ’ : ’ :

1. Global—On all documents, change protocol number to “NHRC.2002.0018".
2. Protocol: . S . ' o
a. General—Remove bolding from changes that were previously approved (i.e., March 2004
changes) and remove reference to Dr. Gillin on page 4. . o
b.. Page iii, Section I1I, Record of Changes, #4—Insert. “2004” after “CHANGES SUBMITTED ..
11 MAY™. B
¢. Page 4, Initial Screening—Provide copy of the letter to be sent to former subjects for IRB : - & -
review and approval prior to use in the study. In addition, clarify whether previous subjects.will
be “re-screened” (i.e., undergo actigraphy screening period, undergo complete testing, etc.)
3. Provide VAMC and UCSD IRB approval of modification, when available. S

3. New Business

Iniﬁal Submissions _

a. HRPP#  NHRC.2004.0023 o

Title: ‘Preventing Health Damaging Behaviors in Army and Marine Corps Recruits
Abbrev Title: Preventing Health Damaging Behaviors - .

- PL Cherrie B. Boyer, PhD
WU#: N/A '

The Principal Investigator submitted this protocol for initial review. The study is being conducted by
 investigators from the University of California, San Francisco (UCSF), and the United States Army Research
Institute of Environmental Medicine. It is part of a multi-phased study to prevent sexually transmitted -
infections, unintended pregnancies, alcohol and other substance misuse, and exposure to or involvement with
sexual violence in Marine Corps recruits and Army advance individual trainees. This elicitation (focus group)
phase of the study will collect information from focus groups involving 168 male and female active duty
subjects to be used for the development of the interventions and pre- and post-intervention evaluation -
questionnaires. Subjects will be recruited from the Fort Sam Houston Medical Brigade and the Marine Corps
Recruiting Depot, Parris Island, South Carolina. IRB approval was received from UCSF and is pending from
Brooke Army Medical Center. NHRC IRB is reviewing this proposal as this study involves Naval personnel,
and is only concerning itself with the Marine Corps subjects portion of this study.




IRB Minutes 20 May 2004

The extent of NHRC's approval authority over the external institution’s (UCSF’s) conduct of thts study
was discussed. NHRC IRB review of this protocol is to serve the protection of human subjects in the Marine
Corps participant’s portions of this study, and is not an endorsement of the study. Investtgators will be advised

on NHRC’s reporting requirements regarding adverse events, modifications, continuing reviews and final
reports.

With a vote of 6 for, 0 against, Chair abstaining, and no members disqualified from the review, the
Board classified this protocol as minimal risk. On a vote of 6 for, 0 against, Chair abstaining, and no members
disqualified from the review, the Board recommended to approve this minimal risk protocol fora penod of one
year after the below-stated issues are addressed. The IRB Chair and IRB medical representative will review the
revised focus group questions, informed consent document and recruitment script. Needed administrative
changes are also noted below.

1. This protocol has been assigned protocol number “NHRC.2004.0023”. Please update “Protocol #” to
read” “Protocol #NHRC.2004.0023 throughout protocol accordingly. ;

2. Please provide original signature for Dr. Boyer on investigator assurance agreement. Sta.mped

. signatures are not acceptable.

3. Page 4, Section VI(1)(A) Subjects——Descnbe how “age” will be confirmed. The Board recommends
that a statement be added to the informed consent document whereby the subject confirms his/her age.
e.g., revise last sentence to read: “If you agree to participate and are at least 18 years of age or older
you should sign below. Age requirement should also be included in the recruitment script. . . e

4. Page 4, Section VI(1)(B) (para. 2, line 3-4) Recruiting non-tramtng—-Change to “No xmlltary personnel L
other than potential participants” will be present during .. - -

" 5. Recruitment (General Comment)—1It is noted that Marme Corps recrmts may not be pemntted to have ,
pizza and soda during training. Please ensure this is allowed by involved commands, or revxse, 1f
.niecessary.’

6. Page 4, Section VI(1)(B) Methcds, Consent Process——-Sectlon describes informed consent and then T
states that subjects will be given the Human Subjects Bill of Rights Statement. The Bill mustbe : * " -
presented prior to initiating the consent process specific to the study; therefore, move the sentence : -~
referring to the Bill to precede the informed consent process. Assumedly, this is the “California
Experimental Subject’s Bill of Rights” being referenced. The NHRC IRB does not mandate use of this:
form for this study. e

7. Page 5- Duties and Responsxbllxtles—Deﬁne Dr Rick Shaffer’s role and respons1b1ht1es ‘He is not
Program Manager, as his signature on page ii would imply.

8. Page 6, Section VII(1) Safeguards for Protecting Subjects: ' ' :

a. Section states that investigators will report participants who show signs of or report psycholog1cal
* discomfort to his/her drill instructor/class‘instructor for care. This is NOT allowed by this IRB. .
Participants should be told to notify their instructor and or health care provider, if needed. [Thts L
procedures is also listed in Section VIII(3) and should be deleted.]
b. Section VIII(1) Safeguards—Provide names of any facilitators not listed as investigators. Use of
text denoting a “designated focus group facilitator” is not acceptable.: :
c. Section VIII(1) Safeguards—Indicate here that all participants will be instructed not to name
specific individuals in their discussions.
9. - Page 7, Section IX(1) Experimental Data:
a. Describe how rank of subjects will be known/determined.
b. Briefly describe plan for data analysis.

10. Appendix B-1, Investigator Assurance Agreement (IAA)—For IAAs signed by Drs. Shafer and
Schachter, remove shading (grey highlighting) and brackets on IAA that signed, insert the Protocol
Title and header information on this form, have the doctors resign, and forward originals to IRB.

11. Appendix E, References—Provide references for text citations number 25-31.

12. Recruitment flyer ~ Spell out STDs. Change to “These are issues that may confront young adults.”




13.

14.

15.

IRB Minutes 20 May 2004

Recruitment scnpt—Add “Sensitive topics will be discussed and may make some people feel
uncomfortable.” It is important that you do NOT mention names of any other personnel during these
focus group discussions. It is also important not to reveal any personal information, as there is no
guarantee that what you say will not be repeated outside this room by other participants. Revealing
confidential information could lead to embarrassment and possible disciplinary actlons under the
Uniform Code of Military Justice.”

Attachment 5, Informed Consent Forms (consents for all participants only, unless otherwise noted)

a. Page 1, Section A—Spell out abbreviations (STIs, UIPs). (MC Recruits” Consent Form only.)

b. Page 1, Section B(1)—Add statement indicating the total overall number of part:cnpants for the
study.

c. Page 1, Section B(2)—-Add in BOLD at bottom of paragraph “It is important that you do NOT
mention any names of other personnel during these focus group discussions. It is also
important that you do NOT tell others outside this room what a specific person said. If you
believe you cannot adhere to these two requirements, please inform the focus group facilitator
immediately. It is also important not to reveal any personal information as there is no
guarantee that what you say will not be repeated outside this room by other participants.
Revealing confidential information could lead to embarrassment and possible disciplihary

- . actions under the Uniform Code of Military Justice

d. Page 2, Section B(5)—MC recruits - Delete second sentence; it is confusing and appears to refer to
personal identifiers. Correct the numbering of this section. (MC Recruits’ Consent Form only.)

e. Page 2, Section B(6)—Sentence is mcomplete Please revise. (MC Junior Enlisted Consent Form

.- only).

f. . Page3, Sectlon G —Add atend of paragraph 9 (o only) Alternatively, if you have questlohs about
your rights as a research participant you may contact Christopher Blood, JD, MA of the Naval .
Health Research Center at (619) 553-8386 or blood @nhrc.navy.mil. '

.g. -Page 3, Section H—Revise first sentence to read-“You have received a copy of the “Human.

Subjects Bill of Rights” (if you are still giving it to them) and will also be given a copy of this
. ' consent form and a privacy act statement to keep.” .
h. Provide a clean copy of ICDs for IRB date stampmg

.Attachment 7, Focus Group Questionnaires— Many issues came up during review of these documents.

Some questions would represent UCMJ violations depending on how they were answered; other

. questions are personalized and do not represent the types of questions that will shed light on beliefs of

16.

17.

the group. These questions must be justified, revised, or removed. :

Obtaining a ‘Certificate of Confidentiality’ from DHHS should be consndered to further protect the
confidentiality of the data. .

Provide a copy of the Brooke’s IRB approval upon recelpt

HRPP #: Nnkczoo4.ooz4
Title: Evaluation of the Navy Ship Shape Weight Management Program
Abbrev Title:  Ship Shape Evaluation

PL Linda K. Hervig, M.S.

WU#: Evaluation of Navy Weight Management Programs, Army Reimbursable-60405

The Principal Investigator submitted this protocol for initial review. This study will assess the impact of

the Ship Shape Weight Management program immediately following parnc1panon and at 3 and 6-month follow-
up periods. Participation in a Navy-approved weight management program is required by the Navy Health and
Physical Readiness Program instruction for service members who do not meet the weight-for-height standards.
Ninety-five active duty military service members will be recruited for the longitudinal study. Changes in life-
style bebaviors, body composition, and performance on the physical readiness test (PRT) will be assessed at the
beginning and end of the Ship Shape program, and at a 3- and 6-month follow-up.
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UMIVERSITY OF CALIFORMIA, SAN FRANCISCO
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CHR APPROVAL LETTER
TO: CherrieBoyer PED. Mzry-Ann Shafer, MD.
Bon 6503 Box 0303,

RE: Preventing Health Danaging Behaviors and Negative Health Outcomes in Army snd Marine Corps Personne! During their First
Tour of Duty

The Committee o Hurman Research (CHR) has reviewed and epproved this application 1o involve humens a3 research subjects, This incloded a
review of all documients attached to the original copy of thisleter.

The CHR is fie Inzhotonz] Review Bozd (IRB) e UCSF and i a‘&i’ﬁ*ﬁ LICSF holds Office of Human Research Proections Federgwide
Assuranos mavber FWAM00006%. See the CHR website for 2 Est of other applicable FWA's

COMMENT; The approval of this modification is for marine corps subjects only,
APPROVAL NUMBER: H7IS3.24127.014 Thisramvber is 3 UCSF CER number and should be usad on afl correspondamnte, eonsent forms
and patient charts & mpropriste

APPROVAL DATE: Ociober 6. 2004 EXPIRATION DATE: January 28, 2005 Expedited Review

GENERAL CONDITIONS OF APPROVAL: Plosse refer towwwrestarch onsleduchrApphy/dhe Approva Cond asp for 2 desnviption of
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approval is required before implementing any changes in the consent documents or any changes in the protocol unless thowe changes are required
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HIPAA “Privacy Rule” (43CFR169): Thissnudy does rot brvolve 2otess 1o o erestion or disclosure of Protestad Heath Information (PHI).

Sincerely,
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Victor ] Reus MD. -~
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;. Susan Piercs, Box 0503
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CHRAPPROVAL LETTER
TO: Cherie Boyer, PhD. Mary-Ann Shafer, MDD,
Box 0503 Box 0503,
RE: Preverting Health Damaging Behaviors and Negative Health Outcomes in Army and Marine Corps Personnel During thelr First

Tour of Duny

The Comenittee om Hummen Research {CHR) has reviewed and spproved this applicetion to invelve hurrans a5 reszarch subjects This inctuded 2
seview of all docirmaes amached 1o the original copy of thisletter,

Specificslly, the review included but was not linsited to the following documents:

Army Consent Form, Dated 9/25/04

The CHR is the Inginwional Review Board (IRB) for UCSF and its affiliates, UCSF holds Office of Human Resegrch Protections ?czdcmmwe
Assurance mumber FWADDGD006R. See the CHR website for 2 Hist of other applicable FWA's

APPROVAL NUMBER: H7183.24127-01B. This munber is a UCSF CHR number and should be used on all comespondence, consert forms
end parient charts as gppropriae

EXPIRATION DATE: Jazuary 28,2005 Expedited Review

APPROVAL DATE: Nommdh
GENERAL CONDITIONS OF APPROVAL: Ploss refir 1o waw respch uesf eduidhrA pplvichrApprovaWond asp for 2 desoription of
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soproval B requined before inplementing any changes in the consent documenss or any changes in the protocol unless dose changes we requived
wrgently for the safery of the suhjests.

HIPAA "Privacy Rule" (45CFR164): This study docs not invelye 2ecess 1o, or ereation or disclosure of Protected Health Teformation (PHI}

Sincerely,

Y N
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